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Narcotic-Drug Legislation 


AND ITS FURTHER PROTECTIVE EXTENSION 


By H. J. ANSLINGER 


This Paper, Read January 27, 1955, Before the New York State Bar Associ- 
ation's Section on Food, Drug and Cosmetic Law, Outlines Problems Which 
Call for Effective Cooperation Among Federal, State and Local Aaqencies 


Sea INTEREST of the present Administration in the narcotic 
‘problem is shown by the following letter, which President Eisenhower 
sent on November 27, 1954, to five Cabinet Members—the Secretary 
of State, the Se retary of the Treasury, the Sec retary of Defense, the 
Attorney General and the Secretary of the Department of Health, 
Education, and Welfare: 

It is gratifying to know that your representatives have been meeting wit! 


other Departments concerned with the problem and wit! 


representatives ot the 
to review and coordinate 


my Special Counsel as an informal committes 
Federal Government's programs to combat narc: 


tic addiction im this country 
In order to define more clearly the scope of the problems which we face and 
to promote effective cooperation among Federal, State and local awencies 
survey on the extent of narcotic addiction is urgent! 


at mh 


prehensive up-to-date 
needed and should be made by the Committe \ determination of what tl 
States and local agencies have accomplished and what they are e« upped to de 
in the field of law enforcement and in the rehabilitation 
scourge should also be included in the survey Im thi I kno 
will have the enthusiastic cooperation of State and local aut! 


of victums of the 


Committe 
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Receipt of the Committee’s report on both subjects as promptly as possible 
will expedite systematic review and improvement of our narcotics programs 
local, national and international. I know that devoted and strenuous attention 
is being given to the problem on a number of fronts; but we should omit no 
practical step to minimize and stamp out narcotic addiction 


Oral Prescriptions 

By a recent amendment to the Internal Revenue Narcotic laws 
(Public Law 729, Eighty-third Congress, approved August 31, 1954) 
authority was granted whereby registered retail dealers (druggists), 
subject to stated conditions, might fill oral prescriptions for certain 
narcotic drugs and compounds of narcotic drugs which were found 
and by regulation designated, by the Secretary of the Treasury or his 
delegate, to possess relatively little or no addiction liability. The 
Secretary of the Treasury subsequently delegated to the Commissioner 
of Narcotics the function of making such finding and designation 

The oral-prescription procedure, therefore, will be applicable to 
such narcotic drugs and compounds of a narcotic drug as the Com 
missioner, in his discretion (after considering any views expressed 
on the subject by the Surgeon General, United States Public Health 
Service; the Commissioner, United States Food and Drug Adminis- 
tration; the respective heads of state narcotic-law-enforcement agencies ; 
and the respective secretaries of national associations representing (1) 
narcotic-drug manufacturers, (2) physicians and (3) pharmacists) 


shall find and by regulation designate as possessing relatively little or 


no addiction liability. 
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The druggist, upon receiving and filling an oral prescription for 
a drug or compound to which the new procedure ts made applicable, 


must promptly reduce the oral prescription to writing and must pre 
serve the writing for a period of two years from the date on which the 
prescription is filled. The practitioner, who presumably telephones the 
oral prescription, is required to furnish the druggist with the same 
information as is required by law or regulation in the case of a written 
prescription for narcotic drugs or compounds except, of course, for 
the written signature of the prescriber. The druggist who fills the 
oral prescription must inscribe such information on the written record 
of the prescription made, filed and preserved by him, and must inscribe 
on the label of the container of the narcotic drug or compound the 
same information as is required in filling a written preseription, An 


oral prescription can not be refilled. 


If it is subsequently determined, in the course of narcotic-law 
enforcement experience, that a narcotic drug or compound to which 
the oral-preseription procedure has been made applicable nevertheless 
possesses a degree of drug addiction liability that results in abusive 
use of such procedure, the determination shall be published in the 
Federal Register. This determination shall be final and, after the 
expiration of a period of six months from the date of its publication, 
the oral-prescription procedure shall cease to apply to the particular 
narcotic drug or compound which ts the subject of the determination 
Thereafter, only a regular written prescription signed by the practi 


tioner for such a narcotic drug or compound may be accepted and filled 


Although Public Law 729 has amended the federal narcotic law 
to permit the acceptance and filling of oral prescriptions for certain 
narcotic drugs and compounds, it must be clearly understood that this 
federal amendment can have no legal effect in relaxing restrictions im 
posed by the various state narcotic laws upon the same narcotic drugs 
and compounds. Most of the states have in effect the uniform state 
narcotic law, which does not permit the acceptance and filling of oral 
prescriptions for nareotic drugs and compounds envisaged by the 
federal amendment. I believe the national and state associations of 
druggists are fully cognizant of this situation, and are taking steps to 
make recommendations to the various state legislatures for an appro 
priate amendment to the state narcotic law so that it will permit the 


application of the federal oral-prescription procedure 
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Penalty Legislation 
A rather large number of bills were introduced in the last Con 
gress, proposing various amendments to the penalty provision of the 


federal narcotic laws, but none of these proposals was enacted into 
law. It will be recalled that by an act of Congress approved November 
2, 1951, provision was made for the imposition of more drastic penalties 
for violations of the federal narcotic laws, particularly for second and 
subsequent offenses. The penalties now provided are, besides a fine 
of not more than $2,000, imprisonment for not less than two nor more 
than five years for a first offense ; imprisonment for not less than five 
nor more than ten years for a second offense; and not less than ten 
nor more than 20 years for a third or a subsequent offense. Upon 
conviction for a second or a subsequent offense, the imposition or 
execution of sentence shall not be suspended and probation shall not be 
granted. These severe penalties, particularly those for a second or a 
subsequent offense, are believed to have a deterrent effect upon illicit 
narcotic traffickers. Sixteen of the states have adopted penalty provi 
sions similar to those of the federal law and several others have in 
creased the maximum penalty imposable, without establishing a man 
datory minimum penalty. This bureau has recommended that all of 
the states adopt penalty provisions comparable to those in the federal 
law, with a special penalty applicable to the offense of unlawfully 
selling or transferring narcotics—imprisonment for not less than five 
nor more than ten years for the first offense, and not less than ten 


nor more than 20 years for a second or a subsequent offense. 


It is possible that new bills proposing amendments to the penalty 
provision of the federal narcotic laws may be introduced in the Eighty 
fourth Congress, but it is not possible to forecast what recommendation 
may be made with reference to such bills by the Treasury Department. 
The Bureau of Narcotics will be governed by the recommendations of 
the Interdepartmental Committee on Narcotics in relation to penalty 


legislation. 


Suggested Improvement of State Legislation 
There are at least three important steps which could be taken to 
improve law enforcement under the narcotic laws of the several states, 
and which would be relevant to one of the objectives of the survey 
directed by the President, that is, a “determination of what the States 
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and local agencies have accomplished and what they are equipped to 
do in the field of law enforcement ....” These steps are (1) an appro 
priate definition of the term “narcotic drugs,” (2) the establishment 
of state and local narcotic-law-enforcement squads specially charged 
with the duty of investigating, detecting and eliminating illicit narcotic 
trafficking within the state or city, as the case may be, and (3) com 


pulsory commitment for drug addiction. 


We know that the model draft of the uniform state narcotic kaw 
now in effect, with some changes in certain cases, in the overwhelm 
ing majority of the states—was originally promulgated in 1932 with 
the text of the definition of “narcotic drugs” covering about the same 
category of drugs as was then covered by the federal narcotic laws 
After 1937, when the Federal Marihuana Tax Act was passed, many 
of the states brought cannabis within the coverage of their respective 
uniform narcotic laws. Shortly before 1944, the first new syntheti 
analgesic drug was introduced into medical channels and, because it 
was found to possess addiction liability similar to morphine, it was 
made subject to the federal narcotic laws by a special amendment. As 
other synthetic analgesic drugs were undergoing clinical testing, 
another federal amendment was enacted in 1946, authorizing the appli 
cation of the federal narcotic laws to any drug which was found by 
the Secretary of the Treasury to possess addiction-forming or addi 
tion-sustaining liability similar to that of morphine or cocaine, when 
the finding was proclaimed by the President. We now have covered 
under the federal narcotic laws some 16 new synthetic analgesic drugs, 
although only four of the entire list have been introduced into medical 
channels. The list of new analgesic drugs probably also possessing 


addiction liability can be expected to increase. 


Speaking generally, the several states have no comparable pro 


cedure for expeditiously covering, under their state narcotic laws, such 


potentially dangerous drugs. Some of the states, by a special legis 


lative amendment, have subjected one or more of the new syntheti: 
analgesic drugs to control under the state narcotic law, but this method 
is necessarily slow and unsatisfactory. The Bureau of Narcotics has 
suggested an amendment, by way of a revised definition of the term 
“narcotic drugs” as used in the state law, whereby that law will apply 
to all drugs to which the federal narcotic laws may presently be appli 
cable, and to any other drug found by the state commissioner of health 





PAGE 138 FOOD DRUG COSMETIC LAW JOURNAL—MARCH, 1955 


(or other competent state officer), after reasonable notice and oppor 
tunity for hearing, to have an addiction-forming or addiction-sustaining 
liability similar to that of morphine or cocaine. We feel if the several 
states adopt this or a similar amendment, it will permit the prompt 
application of state control measures to newly discovered synthetic 
analgesic drugs as they are determined to possess addiction liability 


and will allow for cooperation between federal and state narcotic-law 
enforcement officers as to this type of potentially dangerous drug 


Only six states have established state narcotic-law-enforcement 
agencies, and several of the larger cities have organized a special 
narcotic squad in the police department, with gratifying results in 
curbing the local illicit narcotic traffic. The Special Committee of the 
United States Senate to Investigate Organized Crime in Interstate 
Commerce stated in this connection (third interim report, May 1, 
1951, page 28): 

The need for State law-enforcement activity is particularly acute in the 
suppression of the illicit sale and distribution of narcotics . A well-trained 
squad of men operating throughout the State who are thoroughly familiar with 
the methods of narcotic peddlers and who will cooperate closely with the Federal 
Narcotics Bureau, could do a great deal to stem this vicious traffic which lives 
from the slow murder of its customers. Similar squads might also be organized 
in the larger cities to cooperate with State officials and with the Federal 
Government. 

Squads of this nature can render service not only through direct 
enforcement of narcotic laws, but also by educating and indoctrinating 
other police-force members so that they may be conversant with 
narcotics, and with the character and indicative signs of narcotic traffic 
There can be no question of the desirability of the establishment of 


such specially trained agencies at both state and local levels 


Satisfactory treatment of addiction by ambulatory methods has 
been judged by the American Medical Association and other informed 
groups to be impossible. Therefore, compulsory, adequate hospitaliza- 
tion of all addicts for a period long enough to effect their cure is im 
perative if narcotic addiction is to be controlled. This can best be 


accomplished by enactment of appropriate state legislation 


The State of New Jersey passed a law which declares any person 
who uses a narcotic drug for a purpose other than the treatment of 
sickness or injury—as prescribed or administered by a person duly 
authorized by law to treat sick and injured human beings—as a dis- 
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orderly person, punishable by imprisonment for not more than one 
year, or by a fine of not more than $1,000, or both. This law has 
made it possible to control the narcotic traffic in New Jersey; it might 


well be adopted by all states. 


International Control 

The International Opium Protocol of 1953 is designed to reduce 
world production of opium to the needs of medicine and science—from 
2,000 to 500 tons annually. When the protocol becomes effective (after 
ratification by 25 countries, including three producing and three drug 
manufacturing countries), it should greatly reduce the amount of 
opium available for the illicit market. 

This protocol was ratified by unanimous vote of the United States 
Senate on August 20, 1954. It has been ratified by seven other nations. 


Conclusion 
| have not attempted to discuss all phases of the survey directed 
by the President, as the project obviously requires extensive planning 


and investigation by the committee before a definitive report can be 
made. | have ventured to discuss the points mentioned because | 
believe their adoption will result in basic improvement in the machinery 
of enforcement and because | think there can be no question of the 
desirability of the steps recommended. [The End] 


¢ FDA REPORT FOR JANUARY ¢ 


The first seizure of a falsely labeled “low-sodium” food since label 
regulations to protect users of such dietary items became effective last 
September was reported on February 26, 1955, by the Food and Drug 
Administration, United States Department of Health, Education, and 
Welfare. The consignment seized was canned spinach labeled as con 
taining less than 50 milligrams of sodium per 100 grams of spinach. 
Analysts showed that the spinach contained substantially more sodium 
than the amount declared on the label. It was emphasized by FDA 
that the regulations were issued to protect those who must restrict 
their sodium intake because of certain heart conditions and for other 
medical reasons 

There were 101 other tood seizures in January on charges of vio 
lation of the Federal Food, Drug, and Cosmetic Act, removing approx 
imately 1,000,000 pounds of contaminated food from the market. About 
74 tons were contaminated with deleterious chemicals, such as met 
curial compounds used to treat grain for seed use and poisonous pre 


servatives. The remaining 427 tons contained decomposed portions of 


filth, FDA alleged 
Twenty-three drug and device seizures were made during January 
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KR. CHAIRMAN, MEMBERS of the New York Bar Association : 

Public health might be defined as everybody's health—that is, 
the health of everybody except you and me. It is one of those wonder 
ful, big classifications which, since it means everyone, may seem to 
mean no one. Since it means no one in particular, it is easy to see 
why organizations out to make a dollar could wink one eye and look 
the other way (especially if there is no law to cover the point). 


For the last 25 years it has been one of the chores of the Council 
on Foods and Nutrition of the American Medical Association to help 
the food industry keep both eyes open and looking straight ahead at 
the public-health problems developing in their path. These problems 
are developing faster, by far, than protecting laws can be legislated, 
and growing quickly bigger than anyone could have imagined before 
the day of the supermass production that has come into being during 
this same period. 

Slowly, over the years, the council has evolved some distinctive 
and, I think, unique techniques for keeping eyes open. The remarkable 
thing about these techniques is: They work! 


How Council Techniques Have Worked on Specific Problems 
What are these techniques ? 
Perhaps they can be understood best by examining how they have 
worked on specific problems, For my first example I shall discuss the 


conquest of rickets. 
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'y | Standards to Protect and Improve Public Health 





The Author, Secretary of the Council, Notes Its Purpose of Keeping 
Standards from Becoming Frozen at Any Time by Keeping Them Revised 
and Abreast of Current Knowledge and Thinking. He Delivered This 
Paper at the New York State Bar Meeting, New York City, January 27 


Less than a generation ago this disease was commonplace in the 
United States. A study done in the 1930's in Baltimore revealed that, 
at autopsy, 36 per cent of white infants and 62 per cent of Negro 
infants showed the deformed bones of rickets. This was happening at 
a time when we knew how to prevent and cure rickets, and had plenty 
of cod-liver oil and vitamin D concentrates. 


An editorial in the Journal of the American Medical Association 
in 1933 read: 


Whatever the explanation may be, the fact remains that the incidence of 
rickets is still too great and will continue to be until some cheap, generally avail 
able, agreeable source of vitamin D is provided. Vitamin D milk seems to offer 
promising possibilties ot meeting these requirements 


This Step 1 in the council's technique—that is, publish the facts 
Step 2 is the planning of an action program. In this instance we 


enlisted the participation of the milk industry, and private and govern 
mental agencies concerned with the public health. 


These groups, working together, developed standards for the use 
of vitamin D milk. To encourage conformity to these standards, all 
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participating producers were permitted to use the council’s seal of 
acceptance. 

Did the program work? Yes, indeed, it did! Today, a large 
percentage of the bottled milk and almost all evaporated milk has 
added to it 400 units of vitamin D to the quart or reconstituted quart. 
This is sufficient, in the customary amounts fed to infants, to prevent 
rickets and to satisfy the needs for growth. Such milk is available 
all over the country, and rickets has practically disappeared. Week 
after week, month after month, year after year, vitamin D assays pour 
into our office, indicating the degree to which the milk industry its 
conforming to these self-imposed standards. 


The problem of rickets may seem like a dead issue. It is dead 
only as long as the vitamin D milk program is alive. Unlike certain 
infectious diseases, infantile rickets would be prevalent in a matter 
of months if precautionary measures suddenly were abandoned. The 
milk industry is to be congratulated on its contribution to this improve- 
ment in public health, and it is certainly to the credit of the American 
Medical Association that its members support a program of this 
magnitude. 


Industry Contributions to Standard-Setting 


It is not always the council on foods and nutrition that first recog- 
nizes the existence of a specific problem. Sometimes industry brings 
it to our office ready-made. 

It was in 1948 that the production engineer of a Florida citrus 
company came to my office and asked: “What are the Council's 
standards for orange juice for babies? What must we do to produce 
a high vitamin C orange juice for the special purpose of contributing 
to the infant diet?” 

Overly simplified, our answer was: “We have no such standards. 
You show us what you can do and we tell you if the standards you can 
and will maintain will warrant acceptance by the Council.” 

His next question came at once. It was this: “Will you help us? 
Will you interpret for us the needs of infants as seen by the doctor? 
Will you tell us how good is good?” 

This company worked with the council step by step for nearly a 
year before a single can of orange juice for babies was sold. From 
the beginning their cans carried our seal. 
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Later, as other food companies entered this field, their goal was 
to match or exceed, if they could, the quality of the pioneer. Virtually 
the same high standards developed by the first processor of orange 
juice for babies have now been established as standards by all of the 
companies that carry the seal of the council on foods and nutrition. 


Today, when an engineer, or chemist, or industrialist, or physician, 
or parent asks us, “What are the council's standards for orange juice 
for babies?” we have some authoritative and specific answers to give 
Education is a two-way street. We have learned much from industry. 


This is an example of how industry has saddled itself with a 
standard of quality so high that no government agency or law before 
or since has demanded anything approaching it. I like to think that 
this is the American way of doing things. 


Has this infant industry been strangled by the council’s rules and 
regulations’ No, indeed. Its growth has been phenomenal. It has 
jumped from zero production to millions of cans per year. We have 
reason to believe that the council’s consultation services have been a 


factor in this amazing growth. 


When Time Is Short 


Sometimes public-health food problems hit us with the force and 
swiftness of an unpredicted tropical hurricane. At such times the 
speed with which we can obtain voluntary action from the food in 
dustry is a thing for which the council is most beholden 


On Tuesday afternoon, May 12, 1953, word came to the council 
on foods and nutrition that there was trouble in Little Rock, Arkansas 
Some babies were having convulsions. Physicians there believed that 
there was a causal relationship between the formulas ingested and the 


convulsions. 


We immediately proceeded to secure firsthand information by 
telephone and telegram. Dr. Katharine Dodd, of the School of 
Medicine, University of Arkansas, told me her personal experiences 
which led her to suspect a relationship between the product in question 
and the convulsions. I also talked with Dr. Johan W. Eliot, who 
reported a series of affected babies in both Arkansas and neighboring 
Texas. He was definitely convinced of the causal relationship between 
the diet and convulsions. I learned that Dr. D. D. Coursin of Lan 


caster, Pennsylvania, had studied a series of some 50 babies with 
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convulsions, all of whom had been fed the same formula as had seem- 
ingly been responsible for the trouble in Arkansas and Texas. Dr, 
Joseph Stokes of Philadelphia kindly helped with our inquiry. At this 
stage, | began to feel more like a detective than a physician, By 
Thursday we had learned of suspicious cases in many parts of the 
country. 

After consultation with members of the council, I discussed our 
findings with the manufacturer of the product in question. The com- 
pany suggested withdrawal of the product from the market. This was 
done at great expense to them, and with great dispatch. 

On May 22—ten days after the first report came into our office 
and only eight days after we had reported our findings to the company 
involved—the product had been completely removed from the retail 
stores throughout the United States, we believe. How did we come 
to the conclusion that it had been removed? We have, in the American 
Medical Association, some 150,000 physicians, who are most cooperative 
detectives on occasion (when asked) and who are accustomed to oper- 
ating both day and night. It was not necessary to call 150,000 of 
them into action, I can assure you. Numerous spot checks made in 
different parts of the country by physicians on request from us failed 
to turn up a single can of the suspected product. 


Another Example of Speedy Action 


Another example of industry’s listening to assembled evidence, 
and then voluntarily acting upon that evidence with a swiftness that 
surprised even us, is the case of the trichloroethylene extraction of 
soybean oil meal. It happened this way: 

Two patients from Montana showed a marked reduction of absence 
of granulocytes in the circulating blood and hemorrhages into the 
tissues. The patients had consumed milk from cows presumed to have 
been poisoned by trichloroethylene-processed soybean oil meal. These 
findings were reported to the council on Friday evening, May 9, 1952. 

One of the patients, a girl 13 years old, subsequently died. An 
autopsy confirmed the diagnosis of aplastic anemia. There were 
numerous petechial hemorrhages and terminal edema of the lungs. 

The other patient, a woman of 50, was being treated in a Montana 
hospital. Her physician reported that granulocytes were very low and 
that the tentative diagnosis was aleukemic leukemia. 
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Neither at that time nor afterwards was it proven that trichloro 
ethylene-treated soybean oil meal produced the illnesses just described. 

soth illnesses could have been coincidental. 

However, we worked steadily over the week end, and found that 
numerous cows had died in Montana and neighboring states, in cases 
where trichloroethylene-extracted soybean oil meal had been used as 
cattle feed. The disease in cattle was quite uniform. There was 
bleeding from the nose, mouth, rectum, petechial hemorrhages beneath 
the mucous membranes, rapidly increasing prostration and death. 

I visited the University Farm in St. Paul where work was being 
done on the subject. Experimental studies indicated clearly that the 
toxic element may be transmitted across the placental barrier. Since 
the clinical picture, as well as the blood picture in cattle, was strikingly 
similar, if not basically identical, to the condition as observed in the 
two patients and since both patients had used milk from affected cows, 
a meeting was promptly called at the University of Minnesota under 
the general guidance of Dr. M. O. Schultze, head of the department 


of chemistry. 


Method Abandoned After Early Meeting 

The meeting was held on May 27, 1952. In attendance were 
representatives of the American Medical Association, the American 
Veterinarian Medical Association, the United States Department of 
Agriculture, the Food and Drug Administration, the Live Stock Sani 
tary Board, state departments of health, and the agricultural experi 
mental stations of states in which the subject matter constituted a 
practical problem, and of producers, processors and manufacturers 

A statement based on all available evidence was produced at the 
meeting. It was adopted without dissent as reflecting a summary of 
current evidence and the views of those present at the conference 
That very day it was agreed to abandon the trichloroethylene method 
of extracting soybean oil meal. 

Thus, again, industry set and imposed its own standards. It was 
not easy to take—especially for the fellow who had to junk a consider 
able investment. I remember one processor who said: “It appears 
this is the way it has got to be; it means I will lose heavily but | will 
do it.” And he did. 
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Association-Created Problem 


Sometimes we create our own problems. Take for instance, the 
Pandora’s box which was opened at the American Medical Associa 
tion’s convention at Atlantic City in June, 1951. We called it a sym 


‘ 


posium exhibit on “overweight nutrition and health.” We sang loud 
and long of the evils of overeating. Now we are faced with the 
problem of what to do about a portion of the food industry which 
brags about how little nourishment it will give you for your money 
Whole advertising campaigns seem to be based on the philosophy that 
the hole in a doughnut will never make you fat. What sort of a 


nutritional program can we have based on doughnut holes 


There was a time when “rich milk” was almost synonymous in 
most people’s minds with “good milk.” But after our symposium 
publicity, milk seemed to yet thinner and thinner The richness of 
milk was something about which to keep quiet. It would not surprise 
me in the least some day to hear a huckster urge the public to buy “our 
good blue milk.” It has been suggested that soon there may appear 
“speak-easies” where a portly man can sneak in and eat a nice big 
slab of apple pie with ice cream. There are some who will swear on 
a stack of law books that thei product, be it bread or soda pop, 1s 
calorie-free. This is in contrast to the honest and intelligent job being 
done by processors who are working closely with the council to pro 


vide prin vd foods to meet the demands of over weight people. 


Our problem is that we seem to be forever on a teeter-totter. The 
minute we mention some particular aspect of nutrition, there are those 
who are eager to throw all their weight in that direction. It is our 
constant problem to keep balance, and nutrition is very much a mattet 


of balance. 


It is the purpose of the council on foods and nutrition to keep 
standards from becoming frozen at any time by keeping them revised 
and abreast of current knowledge and thinking, to the end that there 
shall be no ceiling on quality and that research shall not be stifled. 
The council's standards are not static; neither are the council's tech 
niques for dealing with nutritional public-health problems 


[The End] 


o> 
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Federal Grain Standards 
and Grain Sanitation: 
A HISTORICAL PERSPECTIVE 
By HOWARD A. PRENTICE 


This Article Is Derived from a Speech at the Annual Conference, Association 
of Food and Drug Officials of the United States, at Des Moines, lowa, 
May 18, 1954, Which Appeared in the Association's January, 1955 Bulletin 


N THE EARLY DAYS of the United States when grain was 

grown for consumption on the farm, no significant problems of 
marketing or consumption existed, As the tide of settlement rolled 
westward to the Ohio Valley and over the central plains west of the 
Mississipp: River, grain was increasingly harvested in such quantiti 
that surpluses were created, requiring shipment not only to others 
parts of the United States, but to foreign markets as well. According 
to an unpublished study of the United States Department of Agricul 
ture the first recorded shipment of grain from the Chicago market 
was in 1838, when 78 bushels were sent to Buffalo by water on the 
steamer “Great Western.” The next year a shipment of 1,678 bushels 
was made to Black Rock, New York. Eight years later, in 1847, the 
shipments were recorded as 1,974,304 bushels of wheat for export 


alone from the Chicago market. 


This new huge trade in commercial handling of all types of 
grain developed problems that did not exist in the early days of 
consumption on the farm or of simple barter. Grain in commerce 
necessarily had to pass through many hands. It had to be contracted 


'C. Louise Phillips, ‘‘History of Grain (unpublished manuscript United States 
Inspection in the United States 1838-1936"" Department of Agriculture, 1936), p. 1 
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Mr. Prentice, Vice President of the 
Corn Industries Research Foundation, 
Which Has Its Headquarters in Wash- 
ington, D. C., Has Been Associated 
with That Organization for Many Years 





for. A system of future deliveries was necessary. The large volume 
of grain handled and marketed showed wide differences in quality 
which, in turn, affected market values. Wide variations in grain 
quality and in the practices followed in different areas inevitably 
developed market centers, each with its own “language” describing 
the grain traded. In time, a number of local chambers of commerce 
and boards of trade adopted systems of grading, and employed in 
spectors to grade the grain. Under this system, each market thus 
created its own yardsticks of quality. 


Grain was first graded in the United States in 1857 by inspectors 
employed by the Chicago Board of Trade.* As grain commerce rapidly 
grew, the grading and inspection service was taken over by several 
state governments. In 1871, Illinois became the first state to establish 
an official grain-inspection department. By 1916, nine states had 
followed suit. Despite these constructive developments, the extent of 
the commerce in grain and the widely varying standards created ever 
mounting difficulties. Each market had its own grades or methods of 
determining quality. Official specifications not only differed from one 
state to another, but were frequently so indefinite as to have little 


practical value. There was no uniformity in the interpretation and 


application of standards which purported to be comparable. 


Because of resulting chaotic conditions and complaints from 
foreign buyers, it became increasingly apparent that serious attention 
was necessary or markets abroad would be in serious jeopardy. The 
magnitude, complexity and variety of the then-existing grain-market 


2? The Service of Federal Grain Standards, States Department of Agriculture, Decem- 
Miscellaneous Publication No, 328 (United ber, 1938), p. 2 
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ing practices finally resulted in widespread public demand for federal 
control of inspection of grain moving in interstate and foreign commerce. 

It is of historical interest that the first real movement * to estab- 
lish uniform grain grades was in 1901 at the first meeting of the 
Chief Grain Inspectors National Association—the place, Des Moines, 
lowa. The conditions were so pressing that in 1906 the Grain Dealers 
National Association drew up a set of uniform standards. Because of 
the lack of effective enforcement and because of a variety of interpreta 
tions, the standards were not satisfactory. 

It is reported that in 1908 the leading exchanges of the country 
recognized 133 grades for wheat, 77 grades for oats, and 63 for corn.* 
In 1912, a special meeting under the auspices of the Grain Dealers 
National Association was held in Washington to petition the United 
States Department of Agriculture to continue its efforts to develop 
uniform grade standards.° 


Present United States Grain Standards Act Passed 


In August, 1916, the present United States Grain Standards Act 
was passed. Under this act a central authority, the Secretary of 
Agriculture, was authorized to establish and supervise enforcement 
of a uniform set of grain standards.® 

So empowered, the Secretary of Agriculture soon published the 
first official standards for corn, which became effective December 1, 
1916. Standards for wheat followed, effective August 1, 1917 

As evidence of the sustained and widespread interest in the crea 
tion of uniform standards, from 1903 when the first bill was introduced, 
it is noted that in the period 1903-1916, there were 28 bills, generally 
favoring federal inspection and supervision, introduced in the Con 
gress of the United States. Following the passage of the present 
grain standards act in 1916, there were 55 bills introduced in the 
period 1917-1935 to amend the act in various respects, although some 
of them were for repeal.’ The act stood the test of time, and is still 
in force substantially as first passed. 


A summary of this history reveals that there were three principal 


periods of these developments: 


*C. Louise Phillips, manuscript cited, * United States Grain Standards Act, 64th 
Cong., 1st Sess.. approved August 11, 1916 
Louise Phillips, manuscript cited, 'C. Louise Phillips, manuscript cited, 
pp. 79-89 
Loulse Phillips, manuscript cited, 
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1857-1916 


The period 1857-1916 was one of chaotic conditions, widely varying 
standards and conflicting interpretations by different inspectors. 
These factors created widespread difficulties in marketing grain. 

This period culminates in passage of the United States Uniform 
Grain Standards Act. 


1917-1935 


The 1917-1935 era might be called an “adjustment period.” It was 
one of trial and error, of fixing and modifying standards, and of gradual 
acceptance of the official grain standards, although many legislative at 
tempts to change or repeal the basic act were made. 

In 1934, a number of significant changes were made. They were 
based on a special, extensive study to bring them in line with changed 
conditions in production, handling 4nd marketing of the various 


grains, 
1935-1954 


The years 1935-1954 might be judged a period of stability, with 
increasing acceptance of the official standards at home and abroad 
During these years, where indicated, the Secretary has made changes 
in many of the grain standards. 


Since 1935, continuous efforts have been exerted to bring them 
closer to complete uniformity and more in line with the practical 
requirements of marketing, without jeopardizing the interest of either 
buyer or seller. In 1949, when the attention of the grain-handling 
trade became focused on the sanitation of wheat and corn marketed 
for food, a relationship to the federal grain standards soon became 


apparent. 
New Era—Grain Sanitation—Begins 


In a speech at the annual convention of the Grain and Feed 
Dealers National Association at French Lick, Indiana, in September, 
1949, Mr. George Larrick, then Deputy Commissioner of the United 
States Food and Drug Administration, directed attention to the 
subject of grain sanitation. As a result, a committee was appointed 
by the association to consider recommendations made by the speaker. 


Shortly afterwards, in October, conferences were held between 


representatives of the United States Food and Drug Administration, 
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the United States Department of Agriculture and the Millers National 
Federation \t this time, plans were made for an investigation of 
wheat and flour contamination 

In December, 1949 preliminary steps were taken to conduct, at a 
later date, similar investigations of corn and corn meal, although on a 
smaller scale. In this project the American Corn Millers Federati 


cooperated with the FDA and the USDA 


January, 1950, marked the issuance of the tentative draft of the 
wheat and flour investigational program This was followed in March 
1950, by a distribution of a tentative draft of an investigational pro 
gram tor corn and corn meal. With the participation of selected mills 
both of these studies were begun in 1950—-wheat in April and corn in 


June 


For the next year, the investigations and studies continued, tet 
minating in May and June of 1951. During this period, a number of 
conterences, “seminars” and meetings were held concerning the techni 
cal aspects of the studies, and increasing attention to them by the 


yrain trades was evident 


The final report of the wheat and wheat-flour study was dis 
tributed in December, 1951, as preprints from the Journal of the -1sso 
ciation of Official Agricultural ( hemists, and lates appeared in its Feb 
ruary, 1952 issue.” The corn and corn-meal study was not published 
until November, 1953, in the Journal of the Association of Official 
Agricultural Chemists.” In January, 1952, in Chicago, a proposed regu 
latory program tor insect, rodent and bird sanitation for food wheat 
was discussed between FDA officials and re presentatives ol the gran 


trade. In May, 1952, a postponement until July 1, 1953, of the insect 


phase of the proposed FDA regulatory program for wheat was granted 


on the petition of industry groups 


Sampling of carloads of wheat for rodent contamination wa 


] 


begun in September, 1952, and continued through the winter months 


with seizure of « irloads ol contaminated wheat In March, 1953 
Senate Committee on Agriculture and Forestry held hearings on the 


insect-infestation phase of the FDA wheat-sanitation program 


*K. L. Harris, J. F. Nicholson, L. K K. L. Harris J L rrawick J b 
Randolph and J. L. Trawick, ‘An Investi Nicholson and W W eiss An Investiga 
gation of Insect and Rodent Contamination tlon of Rodent and Insect Contamination 
of Wheat and Wheat Flour,”’ reprinted of Corn and Corn Meal,"’ reprinted fron 
Association of Official Journal of the Association of Official Agri 


from Journal of the 
1953) 


Agricultural Chemists (February. 1952) cultural hemists (November 
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A series of events then followed in quick succession. A joint 
“memorandum of understanding” between the Secretaries of the 
USDA and the Department of Health, Education, and Welfare, under 
which the FDA falls, was announced in April, 1953, only to be set aside a 
month later. The reasons for these moves are too complex to describe 
in a few words and, since they do not significantly affect the thoughts 
in this paper, they are omitted. 

On July 30, 1953, a 17-man study committee was jointly appointed 
for one year by the two Secretaries. This committee—consisting of 
members from the government agencies concerned, the grain trade, 
and land-grant colleges representing the public—-was asked “to study 
and recommend . . . a program to improve the cleanliness of wheat, and 
to reduce wheat losses through rodent, bird, and insect depredation.” *° 

The full committee held its first meeting in Washington, on Au- 
gust 11, 1953, and was asked specifically to consider and make recom- 
mendations on the following: 

(1) Policies and facilities for grain movement and storage which 
will conform to proper sanitation standards, reduce waste and pro- 


mote stability in grading, quality and agreements on prices and delivery. 


(2) Procedures to identify and measure rodent and insect con- 
tamination of wheat, including those procedures proposed by the FDA 
and those included in the USDA grain grades. The committee was 
asked to take into account the practicability of the use of such pro- 
cedures by enforcement officials and grain processors, handlers, graders 
and growers. 

(3) Co-ordination of the activities of the FDA under the Food, 
Drug, and Cosmetic Act and the activities of the USDA in the admin- 
istration of the United States grain standards. 

(4) Plans for and co-ordination of the educational and enforce 
ment programs and voluntary correction actions. 


In her introductory remarks to the new Grain Sanitation Advisory 
Committee at this meeting, Mrs. Hobby, the Secretary of the Depart 
ment of Health, Education, and Welfare, noted: 


Because of the special method of handling grain, there is the possibility— 
and the mutual hope—that the grain standards program of the Department of 
Agriculture, which provides a more nearly universal system of inspection may be 
altered to divert to animal feeds any grain that contains excessive contamination. 





“Press Release No. 1855-53, United 
States Department of Agriculture, July 30, 
1953 
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Subsequent meetings were held November 17, 1953, and February 
17 and 18, 1954. In the latter meeting, the 17-man committee, under 
the chairmanship of Dr. Glenn King, technical director of the Nutri 
tion Foundation, met and received reports from its three subcom 
mittees on education, insect infestation and rodent contamination 
A report of the full committee has since been made to the two Secre 
taries. Up to May, 1954, no announcements had been made by them 


concerning the wheat-sanitation program. 


Relationship Between Grain Standards 
and Food-Grain Sanitation 


The significance of the recent progress on sanitation for wheat 
and corn can be seen in relation to the nearly 100 years of development 
of the Official Grain Standards of the United States. It is probable 
that, exclusive of hidden insect infestation, the larger part of con 
tamination of commercial wheat or corn in trade channels appears in 
the “foreign material” portion now allowed in the official grain standards 
Bear in mind, however, that the motivating forces resulting in the 
formation of the uniform grain standards were commercial rather 
than sanitary and, thus, “foreign material” was regarded from an eco 
nomic view. However, in each of the present official grain standards, 
as well as in each grade, there is an allowance for “foreign material,” 
an excess of which adversely affects the quality of the grain and, thus, 
its economic value. This situation presents the problem of whether 
the bulk of the contaminating material can be removed by cleaning 
This is a technical and economic problem which, in turn, has com 


plicated practical considerations. 


With the 1950 and 1951 studies of FDA, attention was focused 
on the sanitary aspects, especially insect infestation and rodent con 
tamination, of grain entering food-processing channels. Here the 
application of sanitation techniques will have wide-reaching economi 
effects on grain marketing. Only those who regularly deal in, and 
process, grain can completely understand the commercial effects if 


only “sterile” wheat and corn, in the laboratory meaning of the term, 


were to be used in making human foods. The “sterile concept” would 
be as difficult—if not impossible—to put into practical use for food 
grain as it would be for water used in food processing and for all raw 
materials exposed to air. The FDA has never advocated the sterile 


concept, as far as I know. 
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\s this observer sees it, food-grain sanitation is at a stage com 
parable to the early 1857-1916 period of the formation of uniform 
grain standards. In the light of history, it seems reasonable, therefore, 
to expect that more than six years will be needed to develop practical 
sanitation standards for wheat, corn, and the other grains used as food. 
Kecall, again, that over 50 years of struggle went into the winning 
of legal status for uniform grain standards. The private and govern 
ment economic and commercial forces which operate under the present 
otheial grain standards are so delicately balanced that time—perhaps many 
years——may be required to include a sanitary requirement as part of 
food-grain commerce. The sheer volume of the grain involved and the 
technical complexities of preventive measures seem to point to no 


other answer. 


The objective of all parties—-government agencies, grain handlers 
and grain processors——is cleaner grain for human food. On this prin 
ciple all affected parties appear united. The rapidity of making sani 
tation of grain for food a part of the uniform standards is where the 
differences appear. | cannot but feel that when the Secretaries of the 
USDA and the Department of Health, Education, and Welfare an 
nounce a program of grain sanitation, its basis will be education, per 
haps accompanied by economic or regulatory incentives for use where 
necessary. A joint press release issued by the two Secretaries on No 
vember 18, 1953,"' stated that “the Committee emphasized the need 
for aggressive educational work on grain sanitation reaching from the 


farm to the ultimate consumer.’ 


In the light of the nearly 100 years that history shows were 
taken to develop acceptable uniform grain standards, co-ordinated 
education and understanding appears to be a better first step to food 
grain sanitation than drastic regulatory action. Out of a sound edu 
cational program should come better control of insects, rodents, and 
other contaminants in the food grains. I believe this is a direction 
of effort the grain handlers and processors, other public interests, and 


government agencies can jointly and cooperatively support 


At this point, it should be emphasized that the FDA has entrusted 
to it by law a regulatory statute for administration and enforcement 


With an understanding of this, as well as the far-reaching economic 


' Press release, United States Depart- Department of Health, Education, and 
ment of Agriculture and United States Welfare (USDA 2824-53-2) 





SANITATION 


results of severe enforcement of food-gi 


1] 
«i 


need cooperative solution of the problems can readily 
j 


The best enforcement of grain sanitation is self-regulation plus 


nceentive il necessary and this will work best when all segments 
marketing channels, from farmer to consumer, are convinced 
this conviction 1s established, sanitary regulations 

balances in the grain trade and n 

pos tbl ()ver the decades, the 


result would be cleaner and cleaner food grains, althoug! 


cult ever to foresee completely clean or sterile yvrain , coms 


v 
Verhap an approach to this may be accomplished by reduc ng 
percentage allowances for that portion, allowed in the federal yr 
standards, of the “foreign material,’ which consists of insects, frag 
ments of inses ts, and rodent pellets 

lheretore it seems to me that { in sanitation, trom the 
latory standpoint, would best be tackled on a Cooperative 
1 »| ‘met ted bry acce ptable mcentive cconome oo regulat r\ 
strengthen the educational foundation. As rapidly as publ 

is established, necessary amendments to the grain st: 

USDA can be developed. The focus, for the present, should be 
a joint educational program among the USDA, the FDA, the tarmers 
the grain trade, the railroads, the processors and the consumers of 
the food-grain products. The success of such a program, the develop 
ment of reasonable and prac ticable amendments to the official gran 
standards, and the use of economic and regulatory incentives, where 


appleable, would assure successful sanitary enforcement. [The End] 
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¢ FDA FIELD SERVICES ¢ 


A complete, up-to-date list of the offices in the field service of the 
Food and Drug Administration, United States Department of Health, 
Education, and Weliare, follows: 

ATLANTA Distaict: Room 416, Federal Annex, James C. Pearson, Chiefs 

BactiMore District: Room 800, United States Appraiser’s Stores, Gay 
and Lombard Streets, Richard E. Williams, Chie/ 

Boston District: Room 805, United States Appraiser’s Stores, 408 

Atlantic Avenue, F. Leslie Hart, Chief. 

Burraco Disrricr: Room 415, Federal Building, South Division and 

Ellicott Streets, Allen T. Retzlaff, Chief. 

Cuicaco District: Room 1222, New Post Office Building, Van Buren 
and Canal Streets, George T. Daughters, Chief 
CrncinnAtTI District: Room 501, Post Office Building, Chester T. 

Hubble, Chief. 

Denver Disraicr: Room 531, United States Customhouse, Ralph . 

Horst, Chief. 

KANSAS City Disraicr: 323 United States Courthouse, 811 Grand 

Avenue, Samuel Alfend, Chie/ 

Los Ancetes Disrricr: Room 514, 1401 South Hope Street, Gordon R 

Wood, Chief 
MiInNeApous District: Room 201, Federal Office Building, Washington 

and Third Avenues, South, Maurice P. Kerr, Chief. 

New Orveans Distrraicr: Room 224, United States Customhouse, 423 

Canal Street, Edwin C. Boudreaux, Chief 
New York District: Room 1200, United States Appraiser’s Stores, 201 

Varick Street, Charles A. Herrmann, Chief 
PHILADELPHIA Districr: Room 1204, New Customhouse, Second and 

Chestnut Streets, Robert C. Stanfill, Chief. 

Sr. Lours Disreicr: Room 1007, New Federal Building, 1114 Market 

Street, Roy S. Pruitt, Chief 
San Francisco District: Room 512, Federal Office Building, Fulton 

and Leavenworth Streets, McKay McKinnon, Jr., Chief. 

Seatrrte Disteict: Room 501, Federal Office Building, Kenneth F. 

Monfore, Chief 





Product Liability 
in the Meat-Packing Industry 


By WILLIAM N. STRACK 


Actual Practice, Both as to Developing Facts and as to Trial of 
Product-Liability Cases, Was Discussed at the Meeting of the Amer- 
ican Bar Association's Division of Food, Drug and Cosmetic Law 
Last August 17 by the Writer, General Counsel of Swift & Company 


N DISCUSSING MY SUBJECT, I am not going to review a lot 

of cases for you. I think the law is fairly well established and, 
anyway, you can look it up as well as or better than I. The people 
in my organization and I have had considerable experience in handling 
product cases. It is this experience, which you cannot find in books, 
that I shall attempt to share with you. 

Product cases in the meat-packing industry are in two categories 
(1) foreign-substance cases and (2) food-poisoning cases. 

As to the legal theory involved in product cases, it is either negli 
gence or implied warranty. In my opinion, based on considerable 
experience, the difference lies in getting a case to the jury. Obviously, 
you stand a much better chance of getting a dismissal at the end of 
plaintiff's case in a negligence action, or even after all the evidence 
is in. However, I don’t believe juries get the distinction, and if you 
sell them on the fact that your food was in good condition when it 
left your possession, I believe you will get a verdict whether the case 
is brought in negligence or contract. I believe the better authority 
is no implied warranty where there is no privity of contract. In other 
words, where the food is bought from a retailer who, in turn, bought 
it from a processor, there is no implied warranty from the processor 


to the consumer. 
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The 16 states holding this are Alabama, Arkansas, Connecticut 
Kentucky, Maine, Maryland, Massachusetts, New Hampshire, New 
Jersey, New York, North Carolina, Rhode Island, South Dakota 
Tennessee, Virginia and Wisconsin. 

The 14 states holding to the contrary are Arizona, Califor 
nia, Indiana, lowa, Kansas, Michigan, Minnesota, Mississippi, Mis 


sourt, Montana, Ohio, Pennsylvania, Texas and Washington 

Four states hold to the contrary where a sealed container ts in 
volved. They are Florida, [linois, Louisiana and Oklahoma 

The Uniform Commercial Code, Section 2-318, extends the war 


ranty only to the buyer, his family, his household and his guests 


Foreign-Substance Cases 


While foreign-substance cases are probably more numerous than 
food-poisoning cases, they are not so important, in that they usually 
involve claimed injury of very minor nature. Our practice in respect 
to them has been largely developing facts as to whether they are bona 


fide. As bearing on this, we try to determine 


(1) Was there a foreign substance in the food when it left out 
possession ? 
(2) Did it actually damage complainant ’ 


(3) What was the extent of his out-of-pocket loss ? 


If the answer to either (1) or (2) is “No,” of course that ends the 
matter as far as we are concerned, If it is “Yes” to both (1) and (2), 
consideration would then be given to its disposition at a figure not 
out of proportion with (3). We have not followed the nuisance-value 
theory in making settlements. 


Some have urged that cases should be settled to avoid publicity. 
Our experience has been that a successful defense is the best publicity 
and, anyway, trials attract very little public attention. We have found 
absolutely no adverse effect on sales by either suits or trials. 


A large category of foreign-substance claims are of damage to 
teeth. They present immediately the question of bona fides, for it 
is unusual for a seund tooth to break. Therefore, the condition of the 
mouth of claimant is an important fact to be developed. .We have 
found it helpful in large centers to concentrate on one dentist for such 


examinations. 
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The question may arise: What if claimant refuses to permit an 
examination’ Qur answer to that is to give no consideration to a 
claim in which the claimant will not give us a fair opportunity to 


develop the facts. 


Food-Poisoning Cases 


Meat has been involved in food polsoning con plaints whether as 
often as other articles of food Il do not know I do know. that 
meat from a federally inspected packer is the only article of food 
which has been subjected to rigid government inspection by trained 


veterinary doctors and their assistants from the time the animals 


arrive at the packing plant until the meat finally leaves the plant. At 


that time it bears the “U.S. Inspected and Passed” stamp and is, as 


the stamp says, “sound, healthful, wholesome, and fit for human food.” 


Based on our experience, we have concluded that intelligent 
handling of these complaints involves: (1) thorough investigation of 
the facts; (2) thorough understanding of the common types of bac 
teria causing food poisoning, and (a) the symptoms produced by each, 
(b) whether the bacterium itself causes illness or whether it is caused 
by the toxin, and (c) the effect of heat and cold on bacteria and thei 


toxin, 


In the investigation, we use our own people where available, and 
Pinkerton where not. We have standard forms of questionnaires 
These are patterned after those used by the National Canners Asso 
ciation, but changed to fit our products and experience. There are 
two types of questionnaires—one for those eating the food and the 


other for their doctors. 


Important facts to develop are: (1) the condition of the product 
when it left the possession of the processor; (2) the care and handling 
it received thereafter (a) in hands of the retailer and (b) in hands of 
the consumer; (3) the history of the illness—-(a) symptoms and (b) 
when they developed; (4) other articles of food eaten in the 72 hours 
preceding illness, since it is not always the last food eaten which 
causes food-poisoning nor is it the food vomited; (5) others eating 


the processor's product involved in the claim 


In investigating food-poisoning cases, you invariably run up 
against a very strong, and often honest, belief that the illness from 


which claimant suffered was due to consumption of some particular 
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item of food rather than to one of many other more probable causes. Our 
experience in investigating one case has a bearing on this point: 


Some years ago a widow claimed substantial damage to herself 
and her two sons due to illness she claimed followed consumption of 
sausage. We did not hear of the claim until several years after it 
occurred, which made it difficult to investigate properly. We used 
Pinkerton’s and learned, among other things, that there were rumors 
that the boys had been poisoned by a home remedy, containing 
arsenic, given them by their mother for boils. We could not find 
tangible evidence of purchase of the remedy or arsenic. We did learn 
that the family had been treated at a clinic. Upon investigation there, 
we learned that when they arrived their symptoms rather definitely 
pointed to arsenical poisoning. However, cuttings from the nails and 
hair, while disclosing quantities of arsenic as to the boys, were nega- 
tive as to the mother. When other tests failed to establish a more 
logical cause of the illness, a psychiatrist on the staff suggested that 
they try treating the boys for arsenical poisoning and give the mother 
the same treatment in appearance, but of no medical value. It worked 
like magic. She improved with them, and soon all were entirely well. 
Whether she knew of the true facts we will never know, although 
when interviewed she persisted in her food-poisoning belief. We 
turned down the claim, and no suit was filed, probably because a 
lawyer would want to know what the clinic report showed before 
taking on a trial of that sort. 


An important part of an investigation is obtaining a sample for 
bacteriological examination, including animal feeding tests. We have 
our own laboratory where these examinations are performed, and it 
is properly manned and equipped. We have standard test animals, 
including Macaca rhesus monkeys. This is the only animal that | 
know of which reacts the same as humans to certain types of bacterial 
toxin. In connection with obtaining samples, we have found it quite 
important to have written instructions issued so that there is no 
difficulty in tracing the sample. Before we did this, I recall that in 
one case it took six or seven witnesses to trace the sample from the 
store to our laboratory. We now arrange it so that one witness 
suffices. He takes the sample, wraps it, marks it with identifying 
marks addressed to our bacteriologist, seals it and then personally 
places it either in the United States mail or with Railway Express. 
When the sample is received by our bacteriologist, he breaks the sea! 
and retains the wrappings, which act completes the identification. 
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Coming now to the question of bacteria implicated in food poison- 
ing, the common types are staphylococcus and salmonella. There are 
also some instances where Clostridium botulinum and streptococcus 
have been involved. It is important for a lawyer to learn the symptoms 
of each type and the period of incubation, for they vary. He should 
also know whether toxin is formed which causes the illness; for 
example, staphylococci and Clostridium botulinum bacteria are them 
selves quite harmless, but it is the toxin of certain types of the forme: 
and also the toxin of the latter which cause illness. On the other hand, 


salmonella creates no toxin, but is itself a cause of food poisoning 


A lawyer should know the pertinent effect of heat and cold, that 
is, the amount of heat required to kill bacteria, the amount required to 
nullify the toxin, and the temperatures at which bacteria multiply or 
create a toxin. Ordinary pasteurization for 30 minutes at 143° F. or 
15 seconds at 160° F. will kill bacteria which do not form spores, but 
it takes more heat to kill the spores. The spore of Clostridium 
botulinum requires higher temperatures (230° F. for 36 minutes or 
245° F. for 5.27 minutes). As to the effect of low temperatures, a 
lawyer should know that while cold does not kill bacteria, food kept 
under refrigeration will not permit the growth of bacteria or the 
development of toxin. The modern electric refrigerator is one of the 
best allies of the food-processing industry. 


It is important for a lawyer to know that “ptomaine poisoning 
is a misnomer. As a term for illness, resulting after eating of food 
of which vomiting and diarrhea are characteristic, it is acceptable 
But as a term for illness caused by ptomaines, it no longer exists in 
informed circles. There is nothing poisonous about ptomaines. The 
best example is ripe cheese, such as limburger, which is full of ptomaines 


The pork packer has a special type of illness hazard to meet 
trichinosis, which is caused by a microscopic parasite found in some 
pork, called Trichinella spiralis. It used to be a problem, but is not too 
frequent now because of the educational programs which have been 
conducted by the United States Department of Agriculture and others 
on thoroughly cooking pork. It only requires 132° F, momentarily to 
kill trichina, although the federal government as a safety factor requires 
137° F. This actually is not sufficient heat to burn your hand mo 
mentarily placed in a glass of water of that temperature, and if you 
drank coffee of that temperature it would not harm you. The govern 
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ment inspectors in all federally inspected meat-packing plants see 
that all processed meat which is not to be cooked before eaten ts 
jected to either sufficient heat or freezing to kill any trichina or 


drying process which has the same effect. 


Conduct of Trials 
Now | would like to discuss the trial of food-potsoning cases. 
Based on my own experience and that of others in our organization, 
I make the following suggestions 
(1) Always engage local counsel to conduct the details of the trial 


(2) Spend enough time before the trial with him to get his mind 


focused on the facts and the pertinent aspects of food potsoning 


(3) Always have a good bacteriologist available for counsel and 


testimony, 
(4) Never make an issue of whether plaintiff was ill or how much 
he suffered. That merely accentuates the point with the jury, and you 


will probably lose. 


(5) Don't make the mistake of thinking all claimants are dis 
honest. In my experience, nearly all claimants were ill. They used 
poor reasoning in arriving at the cause but, once having reached it, 
honestly believed they were right. That belief often led them to make 
some extreme statements, which they believed to be true but which 


probably were not. 


(6) Limit cross-examination to bringing out facts pertinent to the 


defense as you will later unroll it before the jury 


(7) Put in a well-organized defense with a minimum of technical 
witnesses, and avoid purely corroborative testimony. Our own stand 
ard pattern has been: (a) a witness from the plant where the meat was 
processed, (b) the government inspector from that plant, (c) a local 
doctor and (d) a bacteriologist. Then, of course, circumstances would 


dictate what additional witnesses were necessary. 

Perhaps a couple of experiences, as to the conduct of trials, will 
be both informative and interesting 

The first experience involves an incident where a plaintiff over 
did meeting a defense, and then the plaintiff's lawyer cross-examined 


a little too long. In that case it was claimed by the plaintiff that she 
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became ill after eating pork liver Phe nature of her illness, accordin 
to het testimony and that ‘ i her clon tors. Was seriou al d lasti “ | 


a pretrial deposition we learned the type of bacterial porsoning she 
claiming, and that the liver had been prepared by her daughter bles 


daughter had testified as to the thickness of the liver, and the length 


of time and the manner of cool ing We ther had lies at Ve 
impregnated with the same type ot bacteria in very large u ‘ 
We subjected the liver to the same type of cooking, and then had a 
bacteriological examination made, which revealed that the eT . 
then sterile We varied the thickness of the ver and the time 
king “ea to be or both sides of the thickmne nal time t ed | 
the plaintiff's daughter This testimony, when put on by the deter 
ay parently had a vreat deal of ettect on the jury, of oO at least the 


plaintiff's attorney thought 


kor rebuttal, he had the plaintitt s daughter coo! ome liver ind 
this time she actually measured the slices and timed the cooking t 
the second The shees were made so thick, in this testimony incl the 

e of cooking was so short that it knocked out all of our dete 
testimony On cross-examination, she said when she cut into the 
liver it was thoroughly cooked throughout. We were convinced that 
t! could not be so. We were able to get a comely teacher of domesti 
science in the local high school to make some tests for us. We had the 


liver sliced at the thicknesses indicated in the last cooking by the 


plaintiff's daughter and cooked the amount of time the plaintill s 
daughter said she had cooked the lives We then had additional shee 
~ 


cooked until the domestic science teacher thought, from her experience 
the liver was well done The first liver, on bei y cul, Was bloody and 
ravi The second liver was done and was cooked sufficiently long t 
bring it within the tests that we had previously presented. We ther 
had the young lacy prepare additional samples lor presentation to the 
court, which she did, The jury cut the liver in both instances, and 
the showing was very graphic to them. It became quite evident to 
the plaintiff's attorney that he had to do something about this par 
ticular witness, because she had completely demolished his rebuttal! 
testimony. He started after her “hammer and tongs,” but to no avail 
because she had only done things she was qualified to do and about 


which she knew more than he did 


Finally, in desperation, he said: “So you are the young lady who 


is responsible for the way my daughter has learned to cook in high 











Aner 
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school.” Very sweetly and with the trace of a smile she said: “I am 
sorry, Mr. Smith, that your daughter has not been able to learn to 
cook as well as the other girls in the class.” A distinct ripple went 
across the jury, and I am sure that attorney learned the hard way that 


he had asked one too many questions. 


I would like to tell another story about cross-examination, the 
moral of which ts never go after an expert on a subject about which 
you are not very well informed, or where “a little knowledge is a 
dangerous thing.” In a trial of a food-poisoning case, plaintiff was 
represented by an older lawyer and young lawyer. The older lawyer 
conducted all the examination of witnesses. The young lawyer always 
carried a book with him, but try as we did we could not discover its 
title or author. When our bacteriologist finished his direct testimony, 
the young lawyer arose, book in hand. He said: “Doctor, are you a 
chemist?” The witness answered: “No.” The lawyer questioned: 
“Well, what are you then?” The answer was: “A bacteriologist.” 
The lawyer questioned: “Well, what is the difference between a 
chemist and bacteriologist’’”” Then, slowly it was disclosed that our 
bacteriologist had taken every course in chemistry, both undergraduate 
and graduate, given by a well-known university. Our young lawyer 
had now qualified our witness as an expert in chemistry. He then 
opened his book and read from it a long formula, and asked: “Doctor, 
what is that the formula for’ The bacteriologist answered: “Nothing.” 
The lawyer questioned: “What, | read a formula from a chemistry 
textbook used in the high schools of this great state, and you say it 
doesn’t mean anything?’ The answer was: “No, I didn’t say that. 
It is what is known as an empirical formula. There are about 100 
formulas which come from that, and each of those is the formula for 
something. I know some of them but not all.” He then proceeded 
to reel off about 50 in rapid order, and then rather apologetically said: 
“IT guess that is about all of them I can give.” The young lawyer 
thumbed through his book, looking for light, received none, swallowed 
a couple of times, and said: “That is all.” The decorum of the court- 
room was broken by laughter from the jury. We later learned that 
the young lawyer had worked his way through law school by teaching 
chemistry in high school some years before, and had the idea that he 
knew something about chemistry. Perhaps he did, but not enough 
on this occasion. 
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I will now conclude with another story about the kind of argu 
ment you sometimes meet before small-town juries. After the testi 
mony was all in, a plaintiff's attorney, in addressing the jury, discussed 
the testimony offered by the defense, and proceeded in his own way 
to demolish each of the defense witnesses. One of the important 
witnesses for the defense was a bacteriologist who had his doctor's 
degree, had taught medical students, had been on the statf of Mayo’s 
and had other scientific honors. When plaintiff's attorney came to 
this witness he handled him in this rather unique way: He said: 
“Now there is the learned Dr. Jensen. He is probably the most learned 
man I have ever seen. He has been to this college and that, and has 
more degrees than all of us put together. It is quite a problem, in my 
mind, what to do about the testimony of the learned doctor. When I 
get into a quandary of this sort I always go to the Good Book for 
advice, and that is exactly what I have done.” He then opened the 
sible to the twenty-sixth chapter of Acts, the twenty-fourth verse, and 
read this to the jury: “Too much learning has driven thee mad.” He 
added: “The learned doctor is plumb nuts. Don’t pay any attention 


to his testimony.” [The End] 


FOOD AND DRUG ADMINISTRATION— 
PRESENT ORGANIZATION 


The Food and Drug Administration, in the United States Depart 
ment of Health, Education, and Welfare (Oveta Culp Hobby, Secre 
tary), presently has the following structure and officers 


Georce P. Larrick, Commissioner of Food and Drugs 

Joun L.. Harvey, Deputy Commissioner of Food and Drugs 
Matcoutm R. STEPHENS, Associate Commissioner of Food and Drugs 
Ropert S. Roe, Associate Commissioner of Food and Drugs 

Busu W. Locknane, /recutive Officer 


The Washington offices of the Administration are set up as below 


Division or Antipiotics, Henry Welch 

Division or Cosmetics, G. Robert Clark 

Division oF Fietp Orerations, Allan FE. Rayfield 
Division or Foon, Frank A. Vorhes 

Division or Mevicine, Albert H. Holland, Ir, M. D., Medical Director 
Division or Microsrovocy, Glenn G. Slocum 

Division oF Nutrition, Elmer M. Nelson 

Division oF PHARMACEUTICAL Cuemistry, Frank H. Wiley 

Division or PHARMACOLOGY, Arnold J. Lehman, M. D 

Division oF ProGRAM PLANNING, Shelbey T. Grey 

Division OF REGULATORY MANAGEMENT, Kenneth L. Milstead 
Division or State Cooreration, William A. Queen 
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Our Unfinished Business 








The Commissioner of Food and Drugs—in a Year-End Review of Mutual Prob- 
lems of Government and Industry Presented Before the Eastern Section of 
the American Pharmaceutical Manufacturers’ Association at New York City 
December 8, 1954—Reiterates the ‘Open Door" Policy of His Administration 


M K. CHAIRMAN, MEMBERS of the American Pharmaceutical! 
M 


anutacturers’ Association 


Part of the job of becoming Commissioner of Food and Drugs is 
the series of talks which one 1s expected to make to the major industry 
groups It seems to be one of the traditions which accompanies the 
othee. [| do not want vou to feel, however, that your speaker is on! 
here to carry on a pleasant tradition. Our industry relations have 
bearing on our success as a law-enforcement agency \s administra 
tors of the Federal Food, Drug, and Cosmetic Act we are quite 
conscious of the fact that laws and law enforcement must be such a 
to command the respect and support of those who are subject to them 
as well as those who enforce them. Our mutual understanding of the 
law and a confidence that it will be enforced effectively and without 
discrimination are essential prerequisites for the allegiance that we 


owe to the laws of our country 


Our duty in the Food and Drug Administration is to do a good 
job of law enforcement. That is in your interest as well as in the 
public interest, for these interests really are identical. Your duty in 
the industry ts to do a good job of producing and improving the finest 
drugs which medical and pharmaceutical science can devise. Such 
products will meet the requirements of law, because the law constitutes 
the minimum standard or specification which they all must meet 


Our relationship, therefore, is one in which we in the government 
and you in the pharmaceutical industry are dedicated to the same 
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ry 


By GEORGE P. LARRICK 








obrective the world’s finest drug \fter a good many vears of rather 


intimate 


acquaintance with the drug industry and its products, | can 


also say with assurance that the making of the best drugs is also the 
way to make the most money in the drug business. After all, very few 
of your customers, lay or professional, are interested in anything 


but the best 


Qf course, from time to time we have our ditterences about how 
to make, test, label and control the products of your industry. So far 
as the legitimate drug industry 1s concerned, these differences are 
largely technical and scientific, and they are generally resolved as soon 
as our scientists and clinicians can give us the tacts, It could not be 
otherwise, because both the industry and the law are based upon 


application of the scientific method 
I think that is enough philosophy for one speech 


\fter stating his philosophy the new Commissioner | expected 
to say something about his policies Basically, there has been no 
change in our policies. | should say that to a very large extent Con 
gress has determined our poli ies in the law itself The federal court- 
in their decisions, decide what our policy is in areas where opinions 
differ as to the meaning of the law. Of course, we have to make deci 
sions in our day-to-day operations, just as you do in your business 
Important decisions are rarely made by one person— practically all are 
the product of our composite thinking. This has contributed to 


continuity of poli \ which, 1 am told, ts important to the interested 
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industries. We, and you, do not want the rules to be changed, so to 
speak, in the middle of a game. 

Our “open door” policy is, of course, being continued. The door 
is open wide to all—industry, the various professions, consumers—who 
have questions which they would like to discuss with us. Our medical 
director has recently created a precedent by including your physicians 
in our medical advisory panels, along with authorities from the specialty 


groups and the profession at large 


New Problems with an ‘‘Old Look"’ 

I cannot say that we have no new problems. We are getting them 
every day. But what impresses me is the similarity of many of these 
problems to those with which we have been dealing for many years 
in fact, ever since the enactment of the original pure food and drug 
law. I know it is common to speak of the “good old days” of snake 
oil and soothing syrup as though they were gone forever. The 
amazing fact is that to a very great extent those good old days, 
so-called, are still with us. I suppose there is no better known medical 
fact than that diabetes is caused by lack of insulin and that the injec 
tion of insulin is the only effective way to treat this condition—yet 
only recently we have had two cases involving revivals of old-time 
herb preparations offered for the treatment of diabetes. One is the 
old “salt bush tea” and the other an extract of the wild sweet pea with 
some lithium salt added. Neither has any effect on the blood sugar 
level, but we lost our case against the latter product when the trial 
judge concluded that the affidavit of a doctor made 30 years ago, prior 
to the discovery of insulin, outweighed our laboratory findings and the 
opinions of medical experts. Needless to say, we are going to appeal 

Sufferers from chronic ailments continue to be the victims of high 
powered promotions for ineffective remedies often surrounded with 
a halo of hocus-pocus research. The millions of sufferers from arthri 
tis and rheumatism constitute one of the most exploited groups of 
drug consumers in this country. Ordinary pain relievers are sold 
with the implied or direct promise of permanent benefit—and at prices 
that are apt to be in proportion to the claims. Year in and year out 
we have a problem in this field with revivals of old-time nostrums and 
a constant parade of newcomers, generally promising more than 
they can do. 

I was amazed the other day to hear of an attempt to revive a 
medical-gadget fraud which dates back to the colonial period of our 
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country—the “heel plate” gimmick, in which the sufferer is sold a 
pair of metal plates, one of copper and one of zinc, to wear inside his 
socks. This is supposed to set up a beneficial electrical potential. 
A court order now prohibits any further representation that these 
devices have any value in the treatment of arthritis. 

Other “hardy perennials” in the garden of quackery are such items 
as the “bust developers” and the cures for “lost manhood.” Since the 
market potential for these frauds originated in the Garden of Eden, | 
am encouraged to believe that we and the Post Office Department have 
been reasonably successful in curbing their distribution. 


Most serious and most tragic is the apparently growing exploita- 
tion of worthless remedies for cancer. The largest operators in this 
field are running so-called clinics or hospitals which are designed to 
cloak their worthless treatments with an aura of scientific authenticity 
Some of these establishments are actually in the multimillion-dollar 
class and are visited by thousands of patients each year. Many of 
these people actually do have cancer, and we know that lives are being 
lost needlessly because these people are putting their trust in worth 


less remedies. 


Lucrative Traffic Beyond Act's Reach 


The Food and Drug Administration can deal with only one phase 
of this problem—the interstate shipment of the misbranded nostrums 
or devices. We have had some limited success in curbing this traffic, 
but much of it is beyond the reach of the Federal Food, Drug, and 
Cosmetic Act. Cancer quackery is a very lucrative business, and a 
great deal of money is available to contest every effort that we may 
make to enforce the law. In one case in which we were granted 
federal-court injunction, there have already been three efforts to secure 
a reversal by the Supreme Court, all of which have been denied, But 
we cannot say even now that this injunction is effective. Apparently, 
further court action is required to enforce the injunction. 

For years the public has been educated to look for the danger 
signals of cancer. The importance of early diagnosis and competent 
treatment has received top priority in public health education. Millions 
have been spent to fight the fear and ignorance which too often keep 
the cancer victim from seeking and getting the kind of help he needs. 


But now we are seeing a type of counterpropaganda being carried on 
publicity that attacks the medical profession and, in turn, you by 
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secking to undermine confidence in recognized methods of treatment 
It is alleged that there is some kind of conspiracy to interfere with the 
development of new cures for cancer, Thus, medical quackery ts using 
the “big le” technique to cloak its operations in the guise of legiti 


mate research. 


The purpose, and result, of this type of publicity is to send cancer 
patients to quacks. We are currently encountering instances where 
cancer victims who had been advised to have operations or other 
treatment and who had a good chance of recovery were persuaded to 
throw away that chance in order to go to one of these unethical 
clini There is great need for increased educational emphasis 
what constitutes competent medical care, the importance of seeking 
adequate treatment, and the danger of reliance on quack remedies 


There is likewise a need for Vigorous local action against ecical charlatans 


Research by Government and by Industry 


The government and the pharmaceutical industry are spending 


millions of dollars every year for research to find better methods for 
treating cancer. Progress is being made. As you know, a high pet 
centage of cures ts obtained by presently available methods Phe 
Food and Drug Administration, far from interfering with experimental 
trial of new chemotherapeutic agents against cancer, is eager to see 
such trials expedited, but the law insists that the shipment of drugs 
for experimental use be made only to those who are competent to 
evaluate such drugs and will report their findings, whether adverse 
or favorable. We anti Ipate that it will be necessary to test the effes 
tiveness of the law against the exploitation of a worthless or dangerou 


remedy under the guise that is a bona-fide investigational program 


In this connection it is obvious that your industry is playing an 
increasingly important role in the development of rational therapeutics 
in this country. The continued pace of discovery and development over 
the past ten or 15 years has not been accidental, It is due in larg 


mart to the systematic search which you are carrving on by screening 
b NS s 


and by laboratory and clinical trials to find safe and effective ret 


for disease. Amazing success has been obtained against some 
worst killers of all time. 
Unfortunately, the most fertile fields for quack medicine are those 


in which the rewards would be greatest for the real answer—or answers 
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In general, the quack remedies of today are not in themselves 
dangerous, but they may be deadly to the misguided person who relies 
upon them In contrast, half a century ago, dangerous ingredients 
were common in hundreds of products for self-medication, There has 
been an almost complete reversal of this situation. The dangerous 
drugs of today are the highly potent and effective preparations which 
the law restricts to use under medical supervision. Fortunately, in 
this era of medical discovery we have had the new-drug procedure to 
safeguard the sick against the premature marketing and use of new 
remedies of unproven safety. The Food and Drug Administration 
intends at all costs to preserve the integrity of the new-drug procedure 
The heart of this plan of control is the obligation on the drug manu 
facturer to make the necessary studies of the safety of the drug under 
the proposed conditions of use and to report the results of these 


scientific studies in the new-drug application 


The controls which are specified and accepted in an etlective new 
drug application are likewise of very great importance. It is really 
elementary that controls should be custom-designed for each particular 
product They cannot be ready-made for general application It is 
likewise essential that the controls specified in the appheation are 
actually being used 

We find it both distressing and regrettable when we learn about 
the kind of situation which currently seems to exist concerning the 
nonapproved substitution of several different species of Rauwolfia for 
Rauwolfia serpentina. It is our responsibility to assure ourselves that 
the provisions of the effective new-drug application are being observed 


when we make follow-up inspections on the production of new drugs 


By this time you may have noticed what a range exists in our 
mutual problems (on the one hand, we have to deal with the old-time 
quack remedies, sometimes disguised by new labeling but basically 
indistinguishable from the nostrums of the past. This we might call 
our “old business.” On the other hand, we have the new immensely 
complex scientific problems which have been thrust upon us by this 
new era of highly effective chemotherapeutic agents. This ts our 
“new business.” They are not separate and unrelated, because there 
is a constant struggle going on between the outmoded, inetiective and, 
sometimes, fraudulent products and the new products and methods of 
scientific medicine. In this struggle there can be no question that 
your industry and the Food and Drug Administration are on the same 


side, for the future of the pharmaceutical industry hes in rational 
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therapeutics. Our two-fold job is to accelerate the demise of your 
unethical competition and to keep up with the progress being made 
in rational therapeutics. 

I have already discussed the first of these areas of responsibility. 
The second—keeping our organization abreast of the growth and 
progress being made in the pharmaceutical industry—is likewise a 
matter of mutual interest and concern. We are today confronted with 
the realization that we are far from able to do the job we should be 
doing in our routine regulatory activities in the legitimate drug industry. 


Understaffing a Continuing Problem 


Our division of medicine continues to be understaffed. Occa 
sionally, you have seen the effect of this in our handling of new-drug 
applications. Continuing efforts, with progress realized, are being 
made to further improve this situation, since we believe this division 
plays a key role in our relationships with all pharmaceutical manu 
facturers. In addition to its responsibilities for administering the new 
drug section of the Act, this division plays a vital role in our general 
scientific and regulatory programs. 

Our inspection staff is now below 200. Last year, about 10,000 
plants and warehouses were inspected. At that rate it would take us 
about ten years to make just one visit to each of the 96,000 establish 
ments which do a substantial interstate business in foods, drugs or 
cosmetics. That figure does not, of course, include any retail establish 
ments. At the moment we have some vacancies for inspectors and 
chemists but are having difficulty finding men of the caliber we need 
Il am sure you agree that a food and drug inspector should have the 
educational qualifications and training which will enable him to 
understand your operations, and to discuss them intelligently and 
helpfully with your plant and laboratory people. 


To illustrate the kind of new problems which these men will be 
called upon to handle, I call your attention to the recent action which 
was taken to permit the use of synthetic hormones in animal feeds 
New-drug applications have been made effective on the basis of con 
trolled experiments showing that when properly used there will be no 
residues of these highly potent drugs remaining in the meat when it 
reaches the consumer, You know what a tremendous volume there 
is in the production of livestock feed in this country. You know what 
the conditions are under which these drugs have been released for use 
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by thousands of feed manufacturers. There was no question in our 
minds about the adequacy of the research on safety, but this has, in 
effect, added another industry which—for a time, at least—should have 
close surveillance. We should see that these potent materials are 
properly handled and thoroughly mixed in the very small concentra 
tions which are permitted, so that we can be sure that in commercial 
practice, as well as under experimental conditions, there will be 
no residues. 

\s you know, the Congress recently passed the pesticide amend 
ment to safeguard public health by establishing safe tolerances for 
residues of pesticide chemicals used on food crops. The administra 
tion of this new amendment gives up another importint item of new 
business to handle. We have no idea at this time what the eventual 


scope of this obligation may be. 


The most important item of our unfinished business, in my opinion, 
is this whole question of the adequacy of the Food and Drug Adminis 
tration to do a 1955 job with a 1940 staff. It simply cannot be done 
and we have reached a point where there are adverse effects on the 
food and drug industry, as well as from the standpoint of consumers 
This, of course, raises many other questions: What level of inspection 
is desirable? What programs should receive greater emphasis? What 
work can be left to the states? To help us answer these questions 
and others, Secretary Hobby will shortly announce the membership 
of a distinguished committee of citizens who will survey the entire 
operation of the Food and Drug Administration and make recom 
mendations of public policy. The committee will include among its 
members representatives of the food, drug and cosmetics industries 
as well as outstanding citizens from other walks of life.* We sincerely 
hope that this committee will be able to point the way toward a real 
improvement in our service to the American people. [The End] 


© ANTITRUST LAW STUDY 


A resolution authorizing a study of the antitrust laws of the United 
States has been reported favorably by the Committee on the Judiciary, 
United States Senate. The resolution (S. Res. 61) would authorize the 
committee to make a complete and comprehensive study and investi 
gation of the administration, interpretation, operation, entorcement and 
effect of the antitrust laws A maximum amount of $250,000 for the 
study is requested by the committee 


* Editor's Note: This committee was ap 
pointed by Oveta Culp Hobby on January 
17, 1955 
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Product Liability 





[* IS A GREAT HONOR FOR ME. to be offered the opportunity 
of assuming a position occupied so illustriously for the past nine 
years by the Honorable Bradshaw Mintener. The work that he has 
done in this field over that span has been a remarkable contribution 
to the knowledge of the profession in this area of the law, as well as a 
challenge to anyone who would follow in his footsteps. 
The number of reported cases during 1954 continued at about the 
same level which has existed since 1950. Approximately half the cases 
were concerned with foreign substances in bottled beverages, foreign 
substances in food, and exploding bottles. In addition, there were 
cases involving injury from the use of detergents, injury from the 
use of cosmetics, food poisoning, a mislabeled drug, adulterated food, 
the use of a sun lamp, and trichinosis. Some of the cases were con 
cerned with procedural matters, many of which presented interesting 
questions with respect to matters of discovery. 
The list of cases, grouped according to subject matter, is as 
follows: 
Foreign-Substance Beverage Cases 
Coca-Cola Bottling Company of Jonesboro v. Meisenheimer, CCH 
oop DruG Cosmetic Law Reports § 22,337 (Ark.). 
Peters v. Double Cola Bottling Company, et al, CCH Foon Druc 
Cosmetic Law RKerorts 22,345 (S. C.). 
Viller v. Louisiana Coca-Cola Bottling Company, Ltd, CCH Voop 
Dre Cosmetic Law Reports J 22,349 (CA, Parish of Orleans, La.). 
Glasgow Coca-Cola Bottling Works, Inc. v. Wilson, CCH Foop Druc 
Cosmetic Law Reports { 22,353 (CA, Ky.). 
Heimsoth v. Falstaff Brewing Corporation, CCH loop Druc Cos 
metic Law Reports € 22,355 (IL App. Ct.). 
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The Author, a Member of the New York Bar and Attorney for Swift 
& Company, Read This Paper Before the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association on January 27 


Pom yf » wv. Coca-Cola Bottling Compan f New York, In CC 
oop Druc Cosmetic Law Kepvorts © 22,354 (N.Y. App. D 2d 
Dept 

Beasley v. Coca-Cola Bottling Company, Dunn, North Carolina, CCT 
oop Druc Cosmetic LAw Reports © 22,357 ON. | 

Laurel Coca-Cola Bottling Company v. Hankins, CCH boo 7 
Cosmetic LAw Keprorts © 22,383 ( Miss 


Foreign-Substance and Contaminated Food Cases 
Gaskownit 7 Contis, C4 Hl Foop Druc Co rie 1A REPORT 


¢ 22 339 (C1 of Comm l’leas Pa } 


Ewing Von Allmen Dairy Company v. Miller, CCH boop Dro Co 
Meric Law Reports © 22,346 (CA, Ky 

Rubino v. Utah Canning Company, CCH boop Drug Cosmetic Ls 
Keports © 22,347 (DC App., Calif.) 

Williams v. General Baking Company, CCH loop Drug Co 


Law Reports © 22,351 (Super. Ct., Del.) 
| 


Simon v. Graham Bakery, CCH Foop Druc Cosmetic Law Reror' 
{ 22,363 | Super, Ct., \pp Div., N. J.) 
Burns v. Colonial Stores, Inc., CCH Foor Drug Cosmetic Law Ri 


ports © 22,364, 83S. ke. (2d) 259 (Ga. ) 

District Grocery Stores Inc. v. Brunswick Ouck Ireeze Compan 
CCH Foop Druc Cosmetic LAw Reports ¢ 22,366 (Mun. CA, D. of | 

Chappells Dairy, Inc. v. Walters, CCH loop DruGc Cosmetic Law 
Reports © 22,373, 269 S. W. (2d) 187 (Ky 

Rost v. Wesson Oil & Snowdrift Company, CCH boop Drug Co 
metic Law Reports § 22,384 (S. Ct., N.Y.) 

Bowman v. Great Atlantic & Pacific Tea Company, CCH loop Dri 


Cosmetic Law Reports € 22,385 (N.Y. App. Div., 4th Dept. ) 
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Clarke Hybrid Corn Company, Inc. v. Stratton Grain Company, CCH 
loop Druc Cosmetic Law Reports © 22,367 (CA-8). 


Bottled-Beverage-Explosion Cases 

Miami Coca-Cola Bottling Company v. Reisinger, CCH Foop Druc 
Cosmetic Law Reports © 22,336 (Fla.). 

Cunningham v. Jones Brewing Company, CCH Foop Druc Cos- 
metic Law Reports {| 22,338, 22,374 (Ct. of Comm. Pleas, Pa.). 

Ruping v. Great Atlantic & Pacific Tea Company, et al, CCH Foon 
DruGc Cosmetic Law Reports § 22,341 (N. Y. App. Div., 3d Dept.). 

Morrison v. Kansas City Coca-Cola Bottling Company, CCH Toop 
Druc Cosmetic Law Reports © 22,342 (Kan. ). 

Coca-Cola Bottling Company of Fort Worth v. Thomas, CCH Foop 
Druc Cosmetic Law Reports § 22,343 (Ct. of Civ. App., Tex.). 

Styers v. Winston Coca-Cola Bottling Company, CCH Foop Druc 
Cosmetic Law Reports § 22,348 (N.C.). 

Risi v. Hoffman Beverage Company, CCH Foop Druc Cosmetic Law 
Reports § 22,362 (City Ct., New York City). 

Curry v. Great Atlantic & Pacific Tea Company, et al, CCH Foop 
Druc Cosmetic Law Reports § 22,369 (Ct. of Comm. Pleas, Fayette 
Co., Ohio). 

Soetaert v. Kansas City Coca-Cola Bottling Company, CCH Foon 
Druc Cosmetic Law Reports § 22,378 (DC Mo.). 

Perine v. Anheuser-Busch, Inc., CCH Foopo Druc Cosmetic Law 
Reports § 22,380 (S. Ct., N. Y.). 


Detergent Cases 

Hardy v. Proctor and Gamble Manufacturing Company, et al., CCH 
oop Druc Cosmetic Law Reports © 22,340 (CA-5). 

Proctor and Gamble Manufacturing Company v. Superior Court of 
Marin County, CCH Foop Druc Cosmetic Law Reports © 22,356 (DC 
App., Calif.). 

Proctor and Gamble Distributing Company v. Gobble, CCH Foon 
Druc Cosmetic Law Reports § 22,370 (CA, Tenn.). 

Cohen v. Proctor and Gamble Distributing Company, CCH Foop Druc 
Cosmetic Law Reports § 22,382 (DC Del.). 


Cosmetic Cases 
Graham v. Bottenfield’s Inc., CCH Foop Druc Cosmetic Law Re- 
ports 22,360, 176 Kan. 68 (Kan.). 
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Dufek v. Roux Distributing Company, CCH Foop Druc Cosmetic 
Law Reports € 22,375 (DC N. Y.). 

Fein v. Bonetti, CCH Foop Druc Cosmetic Law Reports § 22,379, 
120 N. EF. (2d) 854 (N.Y.). 

Convery v. Clairol, Inc., CCH Fooo Druc Cosmetic Law Reports 
* 22,381, 123 F. Supp. 29 (DC Pa.). 


Drug Cases 
Walgreen Drug Company v. Sharp and Dohme, Inc., CCH boop Drve 
Cosmetic Law Reports € 22,350 (DC IIL). 
Berkley v. Penn Drug Company, Inc., CCH Fooo Druc Cosmetic 
Law Reports © 22,376-22,377 (S. Ct., N. Y.). 


Trichinosis Case 
Silverman v. Swift & Company, CCH Foon Druc Cosmetic Law 


Reports © 22,372 (Conn. ) 


Animal-Feed Cases 

McAfee v. Cargill, Inc. et al., CCH Foop DruGc Cosmetic Law 
Reports § 22,358 (DC Calif.). 

I. 1. duPont de Nemours Inc. v. Ladner, CCH Foop Druc Cosmetic 
Law Reports § 22,361 ( Miss.). 

Swift & Company v. Morgan and Sturdivant, CCH boop Drug Cos 
wetic Law Reports © 22,365 (CA-5). 

Dunn v. Ralston Purina Company, et al., CCH boop Druc Cosmeri 
Law Keports € 22,371 (CA, Tenn.). 


Sun-Lamp Case 

Westinghouse Electric Corporation v. Pierce, CCH Foon Drug Cos 
metic Law Reports % 22,368 (Tex.). 

The doctrine of res ipsa loquitur continued to play a large part in 
the product-liability field. During the past year the doctrine was 
sought to be relied upon by plaintiffs in 12 cases. In six of these, the 
doctrine was held to be applicable; six held that it was not. The rea 
sons why the doctrine was not applicable in the latter six cases are 
of passing interest. 

In New York! and North Carolina,’ the doctrine is never applied 
to exploding-bottle cases where the bottle is not in the exclusive con 


trol of the defendant at the time of the explosion 


‘Ris wv. Hoffman Beverage Company, *Styers wv. Winaton Coca-Cola Bottling 
CCH Food Drug Cosmetic Law Reports Company, CCH Food Drug Cosmetic Law 
© 22.362 (City Ct.. New York City) Reports © 22,348 (N. C.) 
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A Florida court * refused to apply the doctrine in an exploding 
bottle case because the plaintiff had failed to show that the bottle had 
not been accessible to extraneous harmful influences after it had left 
the possession of the bottler and had failed to show that it had been 
handled carefully after it had left the possession of the bottler. 

The Court of Common Pleas of Ohio* refused to apply the 
doctrine in an exploding-bottle case where the plaintiff alleged negli 
gence against the retailer and the bottler, and specified in her com- 
plaint the particular negligence of the retailer upon which she intended 


to rely. On demurrer, the court held that the doctrine of res ipsa 
loquitur was not available to the plaintiff in her action against the 


bottler for two reasons: 

(1) When the complaint alleges negligence of two defendants, 
res ipsa loquitur is not available against either. 

(2) Plaintiff's specific allegations of negligence on the part of 
the retailer rendered impossible the drawing of an inference that the 
bottle had been carefully handled after it had left the possession and 
control of the bottler. 

The other two cases both arose in Kentucky. In one case, involv 
ing a foreign substance in a bottled beverage,’ the court held the doc 
trine of res ipsa loquitur inapplicable because the plaintiff had failed 
to prove what the court called “the integrity of the bottle.” In other 
words, the plaintiff had failed to show that there had been no reason 
able opportunity for the bottle or its contents to have been tampered 
with after the bottle had left the physical control of the defendant 
bottler. In the last of these cases," the Supreme Court of Kentucky 
held the doctrine inapplicable to a case involving injuries to a small 
child from a wire allegedly imbedded in ice cream, where the plaintifi 
failed to show that the wire came from the ice cream rather than from 
some other source. 

Of the six cases which held the doctrine applicable, two involved 
exploding bottles, three involved foreign substances in bottled bever 
ages and one involved glass imbedded in a loaf of bread. In all six, 
the plaintiff established to the satisfaction of the court that there was 
no reasonable probability that the defective condition had been caused 


* Miami Coca-Cola Bottling Company v. * Glasgow Coca-Cola Bottling Works, 
Reisinger, CCH Food Drug Cosmetic Law Inc. v. Wilson, CCH Food Drug Cosmetic 
Reports © 22,336 (Fla.) Law Reports € 22,353 (CA, Ky.) 

*Curry v. Great Atlantic & Pacific Tea “Ewing Von Allmen Dairy Company 
Company et al., CCH Food Drug Cosmetic v. Miller, CCH Food Drug Cosmetic Law 
Law Reports ‘{ 22.369 (Ct. of Comm Reports * 22,346 (Ky.) 

Pleas, Fayette Co., Ohio) 
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by external influences after the product had left the control of the 
defendant.” These cases apply the principle that the doctrine of res ipsa 
loquitur applies not only when the instrument causing the harm ts in 
the control of the defendant at the time of the injury, but also when 
it is in the control of the defendant at the time of the negligence which 
causes the injury. 

During 1954, there were several cases decided, which could have 
interesting implications, involving the privity requirement in warranty 
actions. The Court of Appeal of the Parish of Orleans in Louisiana ‘ 
held that a defendant in the business of manufacturing a widely adver 
tised food product impliedly warrants the wholesomeness of the 
product by its advertising, and the breach of that warranty gives 
rise to a cause of action in favor of an injured consumer, In the 
particular case, the plaintiff was served the allegedly unwholesome 


beverage in the home of another, where she was a guest 


In another case, the Appellate Division of the Superior Court of 
New Jersey* held that the defendant was precluded from offering 
evidence as to the method and care used in the manufacture of tts 
product, where the action was one in breach of warranty. The case, 
which involved glass in bread baked by, and purchased from, the 
defendant, was originally brought in negligence and warranty. At the 
commencement of the trial, the plaintiff abandoned her cause of action 
in negligence. The court thereupon refused to permit the defendant 
to show its method of manufacture and the care used therein. The 


appellate division affirmed this ruling on the ground that the defend 


ant’s lack of due care is not an issue in a breach-of-warranty case 


However, whether or not the glass was actually in the bread when 
it was purchased from the defendant was an issue in the case and 
in my opinion, the evidence of the defendant's method of manufacture 
and the care used therein should have been received for its bearing 
on this issue. The Uniform Commercial Code, drafted by the Amer 
ican Law Institute and the National Conference of Commissioners on 
Uniform State Laws, clearly recognizes this principle. Comment 13 
under Section 2-314 of the code says that “equally, evidence indicating 
that the seller exercised care in the manufacture, processing or selec 
tion of the goods is relevant to the issue of whether the warranty was 
in fact broken.” 


' Miller v. Louisiana Coca-Cola Bottling "Simon v. Graham Bakery, CCH Food 
Company, Ltd., CCH Food Drug Cosmetic Drug Cosmetic Law Reports ‘° 22.363 
Law Reports * 22,349 (CA, Parish of Or- (Super. Ct.. App. Div., N. J.) 
leans, La.) 
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In Kansas, there has long been an exception to the rule requiring 
privity of contract in warranty actions in cases involving food for 
human consumption.’ In recent years this exception has been extended 
to cover cases involving exploding bottles of beverages.’® In 1954, the 
court was faced with a case where a plaintiff sued the distributor of a 
hair dye which was applied to the plaintiff's hair by a beautician, and 
which allegedly caused her injury.'' The Supreme Court of Kansas 
held that the same reasoning which supports the exceptions in cases 
involving foods and exploding bottles will also support an exception 
in cases involving hair dyes which can and do injure the public. It 
seems reasonable to assume that Kansas would also extend this rule 
to drug cases. 

In the well-known case of Klein v. Duchess Sandwich Company,'* 
a California court made an exception to the privity requirement in 
cases involving food for human consumption. By an interesting bit of 
interpretation, an extension may have been engrafted onto this excep 
tion by the United States District Court for the Southern District of 
California.’” The case arose out of the illness of a show dog owned 
by the plaintiff, allegedly caused by contaminated dog food manufac- 
tured by the defendant. The action was founded in both negligence 
and warranty. The defendant moved to dismiss the warranty action 
on the ground that there was no privity of contract, since it appeared 
from the complaint that the purchase by the plaintiff was not from the 
defendant, The district court recognized that the Alein case was re 
stricted on its facts to food for human consumption, but held that it 
was intended to cover cases involving foodstuffs. Under this inter 
pretation, the exception in force in California is broad enough to cover 
food for animal consumption, as well as food for human consumption, 
and the motion to dismiss was denied. 

The State of New York has always been one of the bulwarks of 
the privity rule. The only cases in which one other than the actual 
purchaser has previously been able to recover have been those where 
the purchase was made by a wife and suit was instituted by her hus 
band for his injuries. In such cases, New York has held that the wife 


purchased as agent for her husband. Up to October of 1954, such was 


* Swengel v. F. & EB. Wholesale Grocery "93 Pae. (2d) 799 (1939) 
Company, 147 Kan. 555, 77 Pac. (2d) 930. "™ McAfee v. Cargill, Inc., et al., CCH 
” Nichols v. Nold, 174 Kan. 613, 258 Pac. Food Drug Cosmetic Law Reports ‘ 22,358 
(2d) 317. (DC Calif.) 
"Graham v. Bottenfield’s Inc., CCH 
Food Drug Cosmetic Law Reports © 22,360, 
176 Kan. 68 (Kan.). 
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the only type of case in which New York courts were willing to spell 
out an agency relationship to support a breach-of-warranty action in 
product-liability cases. However, in the case of Bowman v. The Great 
Atlantic and Pacific Tea Company, decided in October, 1954, the fourth 
department of the New York Appellate Division made a departure 
which, if followed, could greatly enlarge the scope of privity in New 
York. There, two sisters kept house together. One sister purchased 
salad oil from the defendant and the other sister brought suit for illness 
allegedly caused by the presence of a decayed mouse in the salad oil 
The suit was for breach of warranty, and the plaintiff alleged that 
her sister purchased both as principal and as agent for the plaintitt 
The appellate division sustained the plaintiff's contention, pointing 
out that the sisters shared the household expense and kept house 
together. There was a strong dissent in the case, wherein Mr. Justice 
Piper took the position that the purchaser must be either principal or 


agent; she could not be both. 


It is a pleasure to report that during 1954 Connecticut joined the 
growing body of states applying an appropriate rule in trichinosis 
cases arising out of the consumption of fresh pork. In the case of 
Silverman v. Swift & Company, the Supreme Court of Errors of Con 
necticut, in a case of first impression in that state, held that accom 
panying the sale of fresh, raw pork ts an implied warranty that the 
pork shall be fit to eat only after it has been cooked with the commonly 
used precautions prevailing among the general public. The court 
went on to say that “the necessity for cooking raw pork thoroughly 
is a fact so well-known that the court could take judicial notice of it.’ 


Rarely do product-liability cases reach the Supreme Court of the 
United States. However, in December a decision came down which 
may be of serious consequence in the product-liability field, I refer 
to the case of Watson v. Employers Liability Assurance Corporation 


In this case, plaintiff, a resident of Louisiana, alleged injury from the 


use of a home-permanent-wave preparation manufactured by the 
Toni Company of Illinois. Employers issued a liability insurance pol 


icy to Toni, which was negotiated, issued and delivered in Massa 


chusetts. The policy contained a “no action” clause which prohibited 
direct actions against the insurance company until after final deter 
mination of Toni’s obligation to pay personal-injury damages either 


_ CCH Food Drug Cosmetic Law Re- 
ports { 22,393 (U. S.) 
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by judgment or agreement. Louisiana has a statute which permits 
injured persons to sue an insurance company directly before any final 
determination of the responsibility of the insured and, as to injuries 
occurring in Louisiana, permits such direct action even though the 
insurance contract be made in another state and contains a clause for- 
bidding such direct actions. In addition, Louisiana law makes it a 
condition precedent to doing business in Louisiana that a foreign 
insurance corporation consent to this direct action. 


Plaintiff in this case sued the insurance company directly in the 
Louisiana state court. Employers removed the case to the federal 
district court, and challenged the constitutionality of the Louisiana 
direct-action statute in so far as it sought to contravene a provision 
of the insurance contract legal in the state where made; Employers 
relied upon the equal-protection, contract, due-process and full-faith 
and-credit clauses of the federal Constitution. With emphasis on the 
due-process contention, the district court dismissed the case, and the 


court of appeals affirmed. 


The Supreme Court unanimously reversed, and held the Louisiana 
statute both constitutional and applicable to the facts of this case. 
In an opinion written by Mr. Justice Black, the Supreme Court 
rejected each of the constitutional arguments urged by the defendant. 
In a coneurring opinion, Mr. Justice Frankfurter expressed consider- 
able doubt concerning the ease with which his fellow Justices had dis- 


posed of the constitutional questions raised by the direct-action statute 


itself. However, he felt that Louisiana has a valid constitutional right 
to extract the consent of a foreign insurer to be sued directly as a 
condition precedent to doing business in Louisiana. Accordingly, he 
would rest the decision solely on the ground that Employers was 
bound by the consent which it had previously given in accordance 


with this provision of Louisiana law. 


I am sure it is not necessary to belabor, at this point, the possible 
ramifications of this decision—not the least of which is, in the language 
of Mr. Justice Frankfurter, “the readiness of juries to amerce insur 
ance companies.” What a widespread use of direct actions of this type 
would do to product-liability insurance premiums is too clear to require 


further emphasis. 


The crux of the majority decision was that Louisiana has a legiti 
mate interest in safeguarding the rights of persons injured there, and 
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that the interests of Massachusetts in the execution and contents of 
the contract of insurance issued there cannot outweigh the interests 


of Louisiana in taking care of those injured in Louisiana. It ts 


fervently to be hoped that this case will not be regarded as precedent 


for sustaining interstate trade barriers raised by nonuniform state 


laws, particularly with regard to foods, drugs and cosmetics 


Conclusion 


The year 1954 was productive of new law—some sound and some 
questionable. However, in reviewing the cases, one is impressed by 
the fairly substantial number of defendant's verdicts at the trial level 
The outstanding feature of these cases is the obviously exhaustive 
preparation of the defendant's case. It should be borne in mind that 
most of the rules which are pecuhar to food-products-liability cases 
and which add substantially to the defendant's burden as compared 
to other types of cases are based upon two principal factors, namely 
the intimate nature of the product involved and the difficulties con 


fronting the plaintiff in the way of presenting real proof. 


In my opinion, these considerations lead to the conclusion that the 
earnest defendant should approach a product-liability case as though 
the burden of proof were on him rather than on the plaintiff. If a 
case is worth defending, it is worth defending well. Accordingly, the 
defendant should be prepared to exert every effort not only to estab 
lish his own freedom from fault, but also affirmatively to disprove as 
much of the plaintiff's claim as possible. This means, of course, that a 
prompt, thorough and competent investigation of all the facts, con 
ducted at the time a claim ts first made, is the best weapon in the 
defendant's arsenal. If every defendant in this field would resist each 
claim which was felt to be without merit and would then defend the 
resulting lawsuits vigorously, intelligently and consistently, the result 
ant education of judges, juries, and even plaintifi's counsel would in 
the Jong run accomplish more for sellers of food, drugs and cosmetics 
than any other measure short of a return to “caveat emptor.” The 
adoption of this policy would inure to the benefit of all concerned 
because it would have as its very desirable by-products, first, the 
exposure and correction of weaknesses in the defendant's system of 
manufacturing controls and, second, the prompt settlement of reason 


able. meritorious claims. [The End} 





Problems—New and Old 


This Paper Was Read Before the Central Atlantic States Association 
of Food and Drug Officials, at Baltimore, Maryland, May 6, 1954, by 
Mr. Harvey, Who Is Deputy Commissioner, Food and Drug Administration 


T IS MY PURPOSE TODAY to talk with you principally on a 

subject matter which in my opinion is of great importance to food 
and drug officials generally. It is not a new subject, but it is one which 
is increasing manyfold in importance and complexity, and it is of such 
profound importance to the health and welfare of the public that the 
survival of the race may be involved. Before coming directly to this 
subject I wish to re-cover some points of policy and philosophy of the 
Food and Drug Administration with which I am sure you are all familiar. 


As you know, for many years we have espoused a policy which 
is tritely and briefly designated as one of “first things first.” If it were 
possible from a standpoint of availability of money and men, one 
can conceive of a program of enforcement which would simply roll 
everything before us as violations are encountered. Such a concept 
is, of course, not even to be dreamed of, since it is most unlikely that 
there will ever be a time—certainly not within the lives of those of us 
here—when appropriations will be adequate to relieve enforcement 
officials of the obligation of carefully planning and selectively choosing 
their programs of enforcement, calculated upon a basis of first dealing 
with that which is of the most significance and importance to the 
public which we serve. 

This entails, as it always has and always will, the exercise of that 
courage and judgment which is necessary deliberately to lay aside and 
forego active regulation of types of violations about which we know 
much and with which we would, given a free hand, be able to ette« 
tively deal, much to the advantage of the public. 
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As you know, all food and drug law enforcement work roughly 


divides itself into three major, guiding categories. Those violations 
which have a direct bearing upon the public health have been and 
must be the first concern of those who serve the public in this 
important task. I have never heard any serious quarrel with the poss 
tion that the second most important classification includes those 
violations which offend against decency by reason of significant 
insanitation, decomposition and filth, This leaves the classification 


of economic violation. 


Violations which do violence to the pocketbook of the consumer 
in various degrees and which are of a character to deceive and mislead 
him, whether or not they wrongfully filch from his earnings, are always 
with us and, doubtless, always will be. It cannot be denied that a 
well-calculated and properly carried out program of vigorous enforce 
ment effectively to curb and regulate economic violations would pay 
tremendous dividends in financial returns to the public, and the few 
cents of tax money from each individual that might be spent in this 
field would pay off more handsomely than any investment the indi 


vidual could make with those few pennies. 


Nevertheless, the hard facts are that appropriations will not reach 
far enough to encompass much economic violation without robbing 
the other categories. Certainly, within the recent past the appropria 
tions for the Food and Drug Administration have been so meager, as 
compared with the total obligation before us, that more than ever it 
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has been necessary not only constantly to reiterate the application of 
the doctrine of “first things first,” but rigidly and ruthlessly to practice it. 


There is a fascination about many of the economic violations 
which we encounter which furnishes a very wholesome satisfaction to 
the enforcement officer in bringing such matters under adequate regu- 
lation, There is an ever-present temptation involved, because some 
work has been done, to add effort thereto and bring such matters to 
a conclusion. Resistance to these natural inclinations and to the 
importunities of competitors requires a courage and a judgment that 
is no doubt often fallible but which must, to the best of our abilities, 
be exercised if we are not to fall down in those more important 
categories which cannot be neglected without such chaos and injury 
as to make our total effort appear to be inexcusably negligent. 


On Curtailment of Activity in Economic Violations 


Therefore | must say to you that our talk of curtailment, with 
respect to follow-through on economic violations, stemming directly 
from reduced appropriations is far more than talk. It expresses a 
necessity so acute that | feel that it is desirable for me to say that not 


only must we select any economic violation which we may deal with 
on a basis such that it will not impede our opportunity to deal with 
other classifications higher in the scale, but we must apply a similar 


philosophy in our cooperative work with the states. We cannot allow 
ourselves to be placed in the anomalous position of having to curtail 
severely our own enforcement activity in economic violations and at 
the same time contribute federal employee time and federal funds to 
direct aid to the states in developing and presenting to the courts the 
same kinds of violations which we in our work must forego. 


In making this statement I hope that you will believe me when 
I say that it shall always be our purpose to give every cooperation, 
aid and comfort to the state and city organizations enforcing food and 
drug laws that is within our power. But I do wish to emphasize the 
limitations that are upon us by reason of having just so much money 
and to make certain that there is no misunderstanding about these 
things as between your people and our people. 


It always has been our intention to recognize, understand and 
accept any particular limitations, prohibitions or restrictions that may 
exist with respect to an all-out program in any state or city organiza 





PROBLEMS PAGE 187 


tion. We know that you are equally willing and anxious to meet us 


on the same footing. 


I think that with this background I may advance to remarks 
which I hope will impress you—if you are not already thoroughly 
impressed—with the problems of hazards to health which are, to my 
mind, of outstanding importance to all of us at the present time. | 
know that some of my predecessors on this interesting program have 
made references to the same subject matter. It is not my purpose to 
discuss these aspects of food law enforcement in such a way as to 
infringe upon the fields or the prerogatives of the pharmacologists, 
chemists or bacteriologists but, rather, to discuss the subject matter 
from the standpoint of the over-all problem as it presents itself 


administratively and legally. 


Never before in the history of the world has there been so much 
“doctoring” of foods. I use the term not necessarily in a derogatory 
sense but | do have in mind the addition of things to foods purposely 
and for purposes that make some good sense to the manufacturer or 
producer and which may have profound influence and etfect upon the 
consumer. [| shall by no means undertake a cataloguing of the many 
proposals or practices involved, and I shall touch very lightly upon 
the direct addition of chemicals to food as preservatives, stabilizers, 


emulsifiers and improvers. 


Direct Addition of Chemicals to Foods 


With respect to such direct addition of chemicals, it may be well 
to say that from a legal standpoint such practices are to be controlled 
by regulatory means under that section of the federal law which deems 
adulterated a food that bears or contains any poisonous or deleterious 
substance which may render it injurious to health or if, the substance 
not being an added one, it is present in a quantity which ordinarily 
renders it injurious to health. This section, as you know, is coupled 
with Section 406, which provides machinery for the establishment of 
tolerances for poisonous or deleterious substances added to foods, where 
such a substance is required in production or cannot be avoided by 


good manufacturing practice, 


These sections require a high degree of affirmative proof, on the 


part of the enforcement agencies, of injurious character. They do, in 


effect, permit the addition of such substances until the proof of their 
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actual injurious character necessary to prevail in court is developed 
and put in order for presentation in a trial in a court of law. When 
we take into account the fact that the long-term cumulative effects of 
ingestion of minute amounts of such substances, as well as the acute 
and immediate toxicity, are to be explored before all the facts are 
known, we are, of course, saying that positive and satisfactory evidence 
must often await animal experimentation through generations. Just 
how enforcement agencies can keep ahead of, or abreast with, 
technological developments in industry under the machinery made 
and provided is a problem which, in my opinion, cannot be solved 
merely with money. 

I shall now mention some of the possible hazards to health to 
which you may or may not have had occasion to give consideration to 
the serious extent that is justified. 


Bomb Experiments—Resultant Contamination 


I do not believe that | am taking any liberty at all with classihed 
material when I make brief reference to the possibilities of contamina 
tion of our food and drug supply from products of atomic explosion. 
As you know, among the results of the hydrogen bomb experiment 
which took place about the first of March in the Pacific Ocean was at 
least one instance where a fishing boat crew and at least a portion of 
their cargo of fish were definitely contaminated, presumably by ash 
fall-out following the explosion. This boat, interestingly enough 
named “The Fortunate Dragon,” reached port in Japan, bringing with 
it the evidence of just what had happened, in the form of injured sea 
men and contaminated fish. 


Whether there have been some instances of further contamination 
in the fish supply landed in Japan since the explosion is less clear 
Just what the possibilities are of more extensive contamination, as 
secondary effects, where little fish eat plankton and big fish eat little 
fish is not yet perhaps fully known. There is an indication that the 
Atomic Energy Commission expects quickly to install a laboratory 
somewhere in the Pacific—possibly, according to the newspapers, in 
the Hawaiian Island group, to devote further study to the possibility 
of fish contamination. 


I might say that the Atomic Energy Commission has been putting 
in a great deal of work and effort on this problem—not only in this 
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country and in Japan—and it goes without saying that they are work 
ing closely and splendidly with the Food and Drug Administration tn 
the United States, as well as with the Japanese authorities 


The reports of fish contamination in the Pacific quite understand 
ably created a great deal of excitement and consternation in the United 


States as well as in Japan, and among our duties after some of the 
facts became known was that of taking steps to allay the concern of 
the population, particularly on the west coast of the United States, and 
to take steps to enable us to furnish sound warranty that their appre 
hensions of possible harm from landings of Japanese fish in the United 


States were ill-founded 


We immediately instituted a program of careful inspection ot 
incoming landings in the United States by the use of efficient Geiger 
counter equipment, and we deemed ourselves fortunate indeed that we 
had been sufficiently forearmed as not only to have provided ourselves 
with the equipment, but to have instituted effective training programs 
which assured that we were in a position to exercise proper and ette 
tive scrutiny to make certain that the public health is protected. We 
have found no instance of radioactive fish in the United States, 


Whatever may be the accumulated results of experimental bomb 
explosions in the Pacific or elsewhere and the effect upon the fish 
supply, it is also to be remembered that the future developments in 
the use of atomic energy contemplate peaceful uses, which inevitably 
carry with them the opportunity for inadvertent contaminations which 
will require everlasting scrutiny and diligence, on the part of all con 
cerned, to keep our food supply safe. Earnest and profound study of 
the means whereby these problems can be met by both manpower 
and equipment is a primary obligation, not to be placed far forward 
into the future but squarely upon us now, The fact that we are able 
to scan effectively cargoes of fish landing upon the Pacific Coast i 
gratifying to us, but by no means can it be taken to suggest that the 


problems of the future are necessarily well in hand 


I do not allude to these matters for the purpose of creating any 
unnece: ‘ry alarm or promoting any unthinking hysteria, but as gen 
uine probiems which are of direct and immediate concern to all of us. I 
have every confidence that these problems will be met and handled 
because |] am satisfied that all concerned will continue to devote them 
selves to preparation for handling them, and that the finest brains of 
the Nation are being devoted to the problems in a very practical way 
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Other Threats to Food Supply 


There are other threats to our food supply which deserve great 
attention. I am sure that we are all informed as to the developments 
in the feeding of livestock, that is, of animals intended for meat use. 
While many phases of these developments have concerned primarily 
the Feed Control Officials and the veterinarians concerned with the 
health and well-being of the livestock, it is clear that all of the develop- 
ments in modern science which lead to the production of more and 
better meat are unavailing unless the meat so produced is clean, 
sound, wholesome and, in every way, fit for food use. 


The treatment of meat animals to produce bigger, fatter and better 
stock in a shorter time is approached from two angles by producers. 
The direct injection or implantation of substances which effect growth 
in one way or another is one of the phases. The other is the mixing, 
with the feeds of animals, of various drug substances which also have 
the effect of growth stimulation. 


Perhaps the simplest example of injection or implantation is the 
so-called chemical caponizing of cockerels in the poultry industry. 
Much has been said about this before committees in Congress, in 
technical and trade publications and in the “scare ‘em to death” type 
of article, such as those that have appeared in the Police Gazette 
and elsewhere. 

It was learned that minute doses of diethylstilbestrol in cockerels 
had the effect of caponizing and, since the substance to be used for 
this purpose is a drug and its use and effect is not generally recognized 
as being safe, it was classified as a new drug. Careful and painstaking 
work demonstrated that the implantation of a 15-milligram pellet of 
diethylstilbestrol just at the base of the skull of a cockerel introduced 
into the bird sufficient of the chemical to have the desired effect, and 
that the residue of the pellet would be discarded when the head was 
severed and thrown away. Whether there are any residues of 
diethylstilbestrol remaining in the edible flesh of such cockerels is a 
matter of some slight dispute. There is no question, however, that 
such traces as may remain are so minute that they are wholly incapable 
of producing any effect whatsoever in human beings who consume 
such birds. Since there is no evidence at all that proper implantation 
of diethylstilbestrol pellets at the base of the skulls of cockerels is an 
unsafe practice—either to the bird or to humans—the Food and Drug 
Administration cannot stop the practice. 
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The extension of the practice to the treatment of broody hens 
is likewise unattended by danger so long as the practice ts confined 
to the type of implantation heretofore discussed. It is likewise true 
that whether the implantation is made in the form of a paste or in 
the form of a hard pellet, the results are the same. Whether the 
results are the same under any other circumstances ts, of course 
another question. Indeed, we took forthright and vigorous action on 
poultry when we discovered that in a few instances the implantation 
in cockerels had been so carelessly done that an occasional pellet 
remained in the bird after dressing and removal of the head. Our 
vigorous action in this regard has, so far as we can tell, effectively 


stopped such carelessness, 


Synthetic estrogens, including diethylstilbestrol, are being exper 
imentally used in the feed of animals for improving market quality 
and this experimental work is being carried on largely by agricultural 
experiment stations. What has been learned about injections in cocker 
els or broody hens cannot be accepted as proving anything concerning 
the feeding of cattle with such substances. It remains to be seen 
whether these are safe practices. 

Included in the experimental studies of fattening or tenderizing 
of livestock and poultry ts the use of thiouracil, a very potent drug 
which inhibits the activity of the thyroid gland, but there is no evi 
dence that swine, for example, so treated are being marketed. The 
detergents and surfactants are being experimentally used in poultry 


feeds for growth promotion, to a considerable extent 


lodinated casein compounds are being used for stimulating milk 
secretion of dairy cattle during the “lag period,” for stimulating egg 


production in hens and for stimulating the growth of swine 


Diethylstilbestrol pellets are being experimentally used for im 
plantation in steers, lambs and pigs for fattening. Whether the pellet 
is a hard pellet or a liquid formed with a synthetic resin in alcohol 


seems to be of little « onsequence 


Use of Antibiotics for Growth Promotion in Meat Animals 


As you know, the antibiotics are being very widely used for pro 


moting growth in meat animals, including beef animals, swine and 


poultry. The antibiotics commonly added to their feeds are penicillin, 
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chlortetracycline and oxytetracycline. These additions do have the 
effect of promoting rapid growth in young calves, in swine and in 
poultry. 


jacitracin pellets are used for subcutaneous implantation at the 
base of the ears of baby pigs. This procedure is intended to produce 
rapid growth and reduce diarrheas during the preweaning period. 


Organic arsenicals are being used in poultry and swine feeds, and 
are proving effective for early growth promotion. 


These are merely highlights mentioned to point up the fact that 
the problems are real, not theoretical. Tremendous amounts of study 
must be carried on to determine whether residues are present in the 
foods as they are offered on the market ; whether the residues, if pres 
ent, are in entirely safe quantities; whether they are vitiated by cook 
ing; etc. All of the many interesting and important angles inevitably 
must be considered, 


I am sure all of us have heard the story which claimed that the 
discarded heads of chemically treated cockerels were fed to minks, 
with the effect that the minks discontinued breeding. Whether this is 
altogether a scientifically proven story or not is perhaps not too 
important, but it does suggest that problems may arise with respect 
to the disposition of the offal and reject material from food animals 


that are variously treated and fed. 


Sanctions of practices proven safe in laboratory experiment must 
be attended with an adequate margin of safety to allow for the inevita 
ble variations that may be inescapable in commercial practice—for 
example, it seems unrealistic to expect a poultry producer to hold 
broody hens for several weeks before marketing when they have been 
unsuccessfully treated to restore egg-laying. Time does not permit 
the multiplication of examples that create concern. 


The House of Representatives has passed a “pesticide” bill which, 
if it ever becomes law, will introduce sanction before use as a regu 
latory control in the food field. Predictions for pending legislation on 


food additives cannot be safely made. 


It is to me abundantly evident that the complexities of modern 
civilization require a greater degree of protection to the consumer 
than is now available. Obviously, he is largely beyond self-protection. 


[The End] 
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